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FAIR COPYRIGHT IN RESEARCH WORKS ACT

THURSDAY, SEPTEMBER 11, 2008

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON COURTS, THE INTERNET,
AND INTELLECTUAL PROPERTY,
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The Subcommittee met, pursuant to notice, at 1:03 p.m., in room
2141, Rayburn House Office Building, the Honorable Howard Ber-
man (Chairman of the Subcommittee) presiding.

Present: Representatives Conyers, Berman, Watt, Lofgren, Coble,
Sensenbrenner, Goodlatte, Chabot, and Issa.

Staff present: Shanna Winters, Subcommittee Chief Counsel,;
Christal Sheppard, Majority Counsel; Eric Garduno, Majority
Counsel; Rosalind Jackson, Majority Professional Staff Member;
Sean McLaughlin, Minority Chief of Staff and General Counsel;
Blaine Merritt, Minority Counsel; and David Whitney, Minority
Counsel.

Mr. BERMAN. The Subcommittee hearing on the Fair Copyright
in Research Works Act will come to order.

First, I guess, a couple of just introductory points. One, since we
don’t have another Subcommittee hearing set between now and
September 26, if we don’t have a lame duck session, and I certainly
hope we don’t, but this could be the last hearing that I get to Chair
with my dear friend, Howard Coble, who has been a really wonder-
ful partner on so many issues, both when he was Chairman and
now during the time I have been Chairman.

And so I will miss doing that. I will still be down the row a few
seats, but someone else will have the slightly dubious honor of sit-
ting here.

And I just want you to know how much I appreciate working
with you, Howard, over the past couple of years and in the years
before that

Mr. CoBLE. Thank you, Mr. Chairman.

Mr. BERMAN [continuing]. When the situation was reversed
slightly.

And then I would like to very much thank Chairman Conyers
generally and particularly on this issue and focusing the Sub-
committee’s attention on the impact of the NIH’s open access policy
on copyright law.

Chairman Conyers introduced H.R. 6845, the “Fair Copyright in
Research Works Act,” which deals with the extent of copyright pro-
tection for scientific journal articles.
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The Federal Government, through agencies like the National In-
stitutes of Health and the National Science Foundation, fund bil-
lions of dollars in research every year. Much of this funding is pro-
vided to researchers in the form of grants.

It is common practice for these researchers to write one or more
articles concerning the findings of their research for publication in
a ?cientiﬁc journal as a primary way of disseminating research re-
sults.

Researchers who receive these grants have historically been free
to copyright their manuscripts. This meant that researchers could
assign their copyright in the manuscripts, if they so choose, and to
whom they choose—or is it to who they choose?

This has fostered a system whereby researchers frequently as-
sign their copyrights to journal publishers, who, in turn, provide a
peer review process for the manuscripts prior to publication.

The peer review provided is a lengthy vetting process by experts
to ensure the science discussed in the articles is sound. The costs
of peer review are largely borne by publishers.

This system has been successful in disseminating the informa-
tion produced through publicly-funded research. Today, there are
thousands of journals being published ranging from the well known
New England Journal of Medicine to the more esoteric advanced
journals, like Advances in Anatomic Pathology.

These journals are widely available to the public either directly
via subscription or through libraries and provide lengthy discussion
of the results of federally-funded research.

Critics of this system argue that the public should have free and
unfettered access to scientific journal articles that discuss feder-
ally-funded research. Libraries, public advocacy groups and some
Federal research funding agencies have pushed for implementation
of open access policies applicable to federally-funded research
projects.

In 2008, a provision in the Consolidated Appropriations Act takes
a significant step toward this goal.

The provision gave the NIH authority to include within its re-
search grant contracts the requirement that all grantees submit a
copy of their peer reviewed manuscript for publication on the agen-
cy’s PubMed Central Web site.

Publication of the articles on PubMed Central is to occur no later
than a year after initial publication of the journal in which they
appear. Articles that appear on PubMed Central will be in PDF for-
mat and will be freely available to the public to read, download and
print.

Open access advocates argue that as a matter of principal, the
public should have free access to journal articles because the public
has already paid for the research results.

Furthermore, they argue that the high cost of journal subscrip-
tions effectively limits their availability to the public and that
under NIH policy, journal publishers will retain the copyrights in
their articles and that the publishers are in no danger of going out
of business, because they make the bulk of their sales in the first
year of publication.

However, many publishers argue that while some may view the
open access policy as simply a contract issue, the NIH mandate, in
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fact, undermines the rights of copyright owners by greatly elimi-
nating the right to control the access distribution and copying of
their works.

Opponents also argue that this sort of open access policy jeopard-
izes the financial viability of most journal publishers. Publishers
expect that many customers will likely forego continuing their sub-
scriptions and simply wait for the articles to be freely available on
PubMed Central.

Ultimately, opponents argue, an open access policy will place
both the peer review process and the current robust nature of sci-
entific journal publishing at risk.

The Fair Copyright and Research Works Act will essentially turn
back the clock to the policy framework in effect prior to the 2008
Consolidated Appropriations Act. It prohibits Federal agencies from
requiring researchers, as a part of a funding agreement, to assign
our license back to the agency their copyright in extrinsic works.

The act defines extrinsic works as any work where a third party
either contributed funding for the research underlying the work or
provided meaningful added value to the work.

Meaningful added value in this context is meant to include pro-
viding a peer review process.

I see merits to both sides of the open access debate. On the one
hand, it is only natural for taxpayers to expect to receive the fruits
of what they have paid for. Also, it is a fair question to ask wheth-
er copyright is promoting the progress of science and the useful
arts if it results in a system where researchers can’t afford access
to protected works.

On the other hand, journal publishers clearly provide a signifi-
cant and valuable service to the scientific community in the form
of peer review.

What will happen to scientific publishing and the peer review
process in the absence of a strong copyright incentive? It is a dif-
ficult question, indeed, and is one which requires substantial and
careful review.

Unfortunately, this Committee was never given an opportunity to
evaluate the merits of the competing sides in the open access de-
bate before the NIH mandate was made law in the 2008 Consoli-
dated Appropriations Act.

Today’s witnesses, however, I am sure, will help catch us up on
this issue and will provide guidance on the merits of the NIH man-
date and of the bill before us.

And with that, I am pleased to recognize the Ranking Member
of the Subcommittee, my friend, Howard Coble, for his statement.

[The bill, H.R. 6845, follows:]
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225 H. R. 6845

To amend title 17, United States Code, with respect 1o works connected
to certain funding agreements.

IN TIIE HHOUSE OF REPRESENTATIVES
SEPTEMBER 9, 2008
CoNYEES (for himself, Mr. Issa, Mr. WEXLER, and Mr. 'EENEY) intro-

duced the following bill; which was referred to the Committee on the Ju-
diciary

A BILL

To amend title 17, United States Code, with respect to
works connected to certain funding agreerments.

Be il enacled by the Senale and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Fair Copyright in Re-
search Works Act”.

SEC. 2. LIMITATIONS ON FEDERAL GOVERNMENT REGARD-
ING EXTRINSIC WORKS.

(a) IN GENERAL.—Section 201 of title 17, United

States Code, is amended by adding at the end the fol-

lowing new subsection:
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“(f) LIMITATIONS ON THE FEDERAL GOVERN-

MENT.—

“(1)

AGREEMENTS.

LIMITATIONS REGARDING FUNDING

No Federal agency may, in connec-

tion with a funding agreement—

“(A) impose or cause the imposition of any

term or condition that—

“(1) requires the transfer or license to

or for a Federal agency of—

“(I) any right provided under
paragraph (3), (4) or (5) of section
106 in an extrinsic work; or

“(II) any right provided under
paragraph (1) or (2) of section 106 in
an extrinsic work, to the extent that,
solely for purposes of this subsection,
such right involves the availability to
the public of that work; or

“(11) requires the absence or abandon-

ment of any right described in subclause
(I) or (I1I) of clause (i) in an cxtrinsic
work;

“(B) impose or cause the imposition of, as

a condition of a funding agreement, the waiver

+HR 6845 TH
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of, or assent to, any prohibition under subpara-
graph (A); or
“(C) assert any rights under this title in
material developed under any funding agree-
ment that restrain or limit the acquisition or
exercise of rights under this title in an extrinsic

work.

Any term, condition, or assertion prohibited under
subparagraph (4), (B), or (C) shall be given no ef-

fect under this title or otherwise.

“(2) CONSTRUCTION.—

“(A) CERTAIN OTHER RIGHTS NOT LIM-
ITED.—Nothing in paragraph (1)(A)(1)(I) shall
be construed to limit the rights provided to the
copyright owner under paragraphs (1) and (2)
of section 106.

“(B) NO NEW COPYRIGHT PROTECTION
CREATED.—Nothing in this subsection provides
copyright protection to any subject matter that
18 not protected under section 102.

“(3) DEFINITIONS.—In this subscetion:

“(A) EXTRINSIC WORK.—The term ‘extrin-

sic work” means any work, other than a work

of the United States Government, that is based

+HR 6845 TH
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upon, derived from, or related to, a funding
agreement and—
(1) is also funded in substantial part
by one or more other entities, other than

a Ifederal agency, that are not a party to

the funding agreement or acting on behalf

of such a party; or

“(i1) represents, reflects, or results
from a meaningful added value or process
contributed by one or more other entities,
other than a Federal agency, that are not

a party to the funding agreement or acting

on behalf of such a party.

“(B) FEDERAL AGENCY.—The term ‘Fed-
eral agency’ means any department, agency, or
instrumentality of the United States Govern-
ment.

“(C) FUNDING AGREEMENT.—The term
‘funding agreement’ means any contract, grant,
or other agreement entered iuto between a Fed-
cral ageney and any person under which funds
are provided by a Federal agency, in whole or
in part, for the performance of experimental,

developmental, or rescarch activities.”.

+HR 6845 TH
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(b) APPLICABILITY.—The amendment made by sub-
scetion (a) applies to any funding agreement that is en-
tered into on or after the date of the enactment of this
Act.

(¢) REPORT TO CONGRESSIONAT, COMMITTEES.—Not

later than the date that is 5 years after the date of the
enactment of this Act, the Register of Copyrights shall,
after consulting with the Comptroller General and with
Federal agencies that provide funding under funding
agreements and with publishers in the private sector, re-
view and submit to the appropriate congressional commit-
tees a report on the Register’s views on section 201(f) of
title 17, United States Code, as added by subsection (a)
of this section, taking into account the development of and
access to extrinsic works and materials developed under
funding agreements, including the role played by pub-
lishers in the private sector and others.

(d) DEFINITIONS.—In this section:

(1) EXTRINSIC WORK; FEDERAL AGENCY;
FUNDING  AGREEMENT.—The terms  “extrinsic
work”, “Federal ageney”, and “funding agreement”
have the meanings given those terms in section
201(f)(3) of title 17, United States Code, as added

by subscetion (a) of this section.

+HR 6845 TH
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(2) APPROPRIATE CONGRESSIONAL (COMMIT-
TEES.—The term ‘“‘appropriate congressional com-
mittees” means the Committee on the Judiciary and
the Committee on Appropriations of the House of
Representatives and the Committee on the Judiciary

and the Committee on Appropriations of the Senate.

O

+HR 6845 TH



10

Mr. CoBLE. Thank you, Mr. Chairman.

If this, in fact, is to be our “Swan Song” for this session, permit
to say how much I have enjoyed being with you.

I attended a reception this week, Mr. Chairman, and a former
staffer came up to me and she said, “For the past several years,
I have enjoyed the Howard and Howard show.”

And I recall when I had the gavel in my hand, Howard Berman
was a very genial and able Ranking Member, and it has been my
honor, Mr. Chairman, to have served as your Ranking Member,
and I, too, have enjoyed the “Howard and Howard” show.

Good luck to you in your other ventures, Howard. You are taking
on bigger fish to fry.

Mr. BERMAN. Thank you. And I do want to say that my reference
to sort of the “Swan Song” was only in the context of formal hear-
ings. There are dozens of bills I would like to sneak out in the last
couple of weeks of session.

Mr. COBLE. I understand that.

Mr. Chairman, thank you for calling today’s hearing.

Thank you all for being here.

This is an important topic, as the Chairman just said, that inter-
twines the interests of taxpayers, intellectual property holders, and
health care advocates, and I think it is safe to say that this is not
your typical copyright issue.

The National Institutes of Health is one of the largest sponsors
of biomedical research in the world. The NIH operating budget for
fiscal year 2008 is $29 billion, most of which is distributed through
grant agreements to outside researchers.

The agency maintains an online digital archive called PubMed
Central, or PMC.

Section 218 of the 2008 Omnibus Appropriations Act mandates
that the NIH director require its grantee recipients to submit any
peer reviewed manuscripts to PMC and provide NIH a license to
make these works publicly accessible within 12 months after the
date of publication.

The House appropriators decided to create this mandate since
the voluntary compliance rate among grantees during the previous
3 years was only 10 percent.

Prior to enactment of this law, Mr. Chairman, you and I sent a
letter protesting the implementation of the NIH policy to the
Chairman and Ranking Member of the Appropriations Committee.

Judiciary Chairman Conyers and Ranking Member Smith sent
similar letters, and our participation was based on jurisdictional
grounds. Since the new policy may affect the exclusive rights of
copyright holders, I believe it is important that the Committee of
authorizing jurisdiction, that is, Judiciary, conduct a hearing.

I don’t mean this in a bad way, but I think none of us wants the
appropriators or anyone else, for that matter, doing our work for
us.

Private publishers of medical journals argue that they expend, on
average, $3,000 to $4,000 to peer review and publish a quality arti-
cle regarding a relevant health care topic. They emphasize that
their only incentive to make such an investment is by acquiring the
copyright in the article from the author, the NIH grant recipient.
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From the publisher’s perspective, the NIH policy effectively re-
duces their exclusive right in a copyrighted work to 12 months.
Further, in the absence of the value added by privately subsidized
peer review and publication, publishers assert that less relevant
medical information will be disseminated to the public in a timely
manner.

They argue that NIH is not in the business of evaluating indi-
vidual studies and publishing the meritorious ones.

Finally, the publishers maintain the NIH policy violates our
international IP treaty obligations. Beyond this point, they believe
our failure to repeal this policy will only encourage lax regard for
IP globally, a conflicting message, since this Subcommittee has led
the fight against overseas piracy and anti-counterfeiting.

In contrast, NIH and its defenders wishing to disseminate med-
ical knowledge more quickly and widely believe that recipients of
Federal funding should be required to share their work products
with the sponsoring public.

They argue that the mandatory NIH policy only requires the
grant recipients to provide the agency with a nonexclusive license.
The authors may still transfer some or all of the exclusive rights
under copyright law to a journal publisher.

This is not a force transfer, as grantees don’t have to accept Fed-
eral funds to conduct the research.

Supporters of the NIH policy also maintain that the new man-
date is consistent with our IP treaty obligation under TRIPS and
the Berne Convention.

In fact, NIH notes that Europe, Canada and Australia have
amended their funding contracts and grant agreements to require,
as a condition of support, that authors deposit their final manu-
scripts into publicly accessible online digital repositories.

I am not personally a cosponsor of this bill yet, because I need
more time to learn and think about the issue. Ultimately, our Sub-
committee must decide whether the perpetuation of the NIH policy
will promote or inhibit the development and dissemination of med-
ical knowledge.

Again, Mr. Chairman, this is a difficult, but a good hearing topic,
and I look forward to hearing testimony from our witnesses, and
yield back.

Mr. BERMAN. Thank you very much.

I am pleased to recognize the Chairman of the Judiciary Com-
mittee and the sponsor of the legislation on which this hearing is
being conducted, Mr. Conyers.

Mr. CONYERS. Thank you, Mr. Chairman.

We are beginning under some very questionable premises here
this afternoon. First of all, these “Swan Songs” and farewell good-
byes are considerably premature, as I recall the history of what
usually happens, under the circumstances that we have, between
an election day and the swearing in on January 20.

Mr. BERMAN. Change you can believe in?

Mr. CoNYERS. Change you can believe in, yes, right.

Mr. IssA. A candidate of change could also be part of that.

Mr. CONYERS. Everybody is claiming this change thing now, and
it has got down to this Committee.



12

Mr. IssA. Right. The Chairman of the Subcommittee is claiming
change right here.

Mr. CONYERS. I know it. Now, look, my recollection of what hap-
pens between a presidential election and the swearing in is that
there is an emergency session.

I know hope is eternal and there is nothing wrong with hope, but
for goodness sake, folks, I can imagine that either of the candidates
that emerge successful. The leaders of the Congress, under the cir-
cumstances have not passed. We haven’t even passed appropriation
bills.

This is a continuing resolution that is in front of us. So, we don’t
have an emergency. We don’t even have an energy bill. We are not
going anywhere, Members of the Committee. This is a good thing,
from my point of view, but Howard Berman has been such an effec-
tive Chairman and has been interested in this subject for many
years.

But for my distinguished Ranking Member to say this is a com-
plex subject on which he needs more time: How much time does he
think he needs on this?

We have had this thing for months, and months, and months,
and he sent a letter, along with you, raising the questions that
have led to this hearing.

If I can loan the Ranking Member some staff or even meet with
him about this, I am sure we could get him to become an enthusi-
astic cosponsor of the bill. We will make him even retroactively an
original cosponsor.

So, we began this subject examining whose jurisdiction this is in
the first place.

I hate to be so crass to raise these kinds of internal congressional
questions, but here we have the powerful Committee on Appropria-
tions that determines where every penny of the several trillion dol-
lar budget goes in the United States of America and around the
world now reaching into the sacred jurisdiction of the Judiciary
Committee. In fact, the most powerful Committee in the Congress,
and to take this subject of Intellectual Property and Copyright Law
and decide to deal with it summarily, unilaterally, is incorrect.

Now, why is this being done? The fact of the matter is that we
have tried to communicate repeatedly with the leader of that Com-
mittee. The second most powerful Committee in the Congress, and
what do we get? I have got three letters we are putting in the
record written by various Members of the Committee.

And what do we get? Nothing, I mean, not even a response, zero.
In other words, the Judiciary Committee, you have got so many
things to do, we have got more than you, so please don’t bother us
with letters about these questions about property, the National In-
stitutes of Health and all of these kind of things, we have done it
for you.

And so we are forced now to have a hearing that will determine
conclusion. We may be considered lucky to have even gotten the
bill referred to us. They may have sent the bill to the Appropria-
tions Committee, the way this show is getting off the tracks.

We are here, first of all, to, without being offensive or belligerent,
assert our jurisdiction. This is a subject matter for which Howard
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Berman and Mr. Coble, Darrell Issa, Mel Watt and other Members
have spent years of work on.

We don’t come here with fixed attitudes about who is right and
who is wrong. This isn’t a slam-dunk situation. But it isn’t the
most complex subject that we have handled, either.

I am happy to be here to begin to look at this for the first time
with our Committee.

Now, there are a lot of questions. I am going to put my state-
ment in the record, since the bells have rung for a vote, and look
forward to hearing from our four distinguished witnesses.

I thank the Chairman for his time.

[The prepared statement of Mr. Conyers follows:]

PREPARED STATEMENT OF THE HONORABLE JOHN CONYERS, JR., A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF MICHIGAN, CHAIRMAN, COMMITTEE ON THE JUDI-
CIARY, AND MEMBER, SUBCOMMITTEE ON COURTS, THE INTERNET, AND INTELLEC-
TUAL PROPERTY

Let me begin by thanking my friend, Chairman Berman, for holding this hearing
today on H.R. 6845 and for his longstanding commitment to dealing with the issue
of copyright protection.

Last year, he and I, along with Ranking Members Smith and Coble, sent letters
to the House Committee on Appropriations to halt a proposed change in NIH policy.
That policy, which went into effect in April 2008, mandates that NIH funded re-
searchers submit copyrighted materials to the NIH for subsequent unfettered free
publication on the internet.

Although NIH policy is called “Public Access,” it should really be called “Free Ac-
cess” because these documents are made available despite the non-government
funds, private and non-profit, and other contributions made to published articles.

Most importantly, neither this Committee nor the committee of jurisdiction on the
Senate side had any input with respect to this policy, even though it has significant
implications for intellectual property rights and the incentives for creative and sci-
entific endeavors that are fostered by these rights.

As a result of our shared concerns that this policy would set a worrisome prece-
dent that could diminish—instead of increase the amount and the quality of sci-
entific, technical, and medical information available to the public—we introduced
this legislation.

This bill will help restore the overall IP policy that was in place since the Bayh-
Dole Act, Stevenson-Wydler, and the Copyright Statute were enacted. The congres-
sional debates on these laws back then are equally relevant today. We expressly
gave our Nation’s scientists broad intellectual property rights in government-funded
science to incentivize the advancement and dissemination of science and to allow for
public private partnerships.

Some claim that this issue inherently involves a matter of contract law and not
copyright. I say that when the federal government drafts contracts in ways to spe-
cifically restrict the intellectual property rights of authors and copyright owners, it
is inherently impacting intellectual property rights.

In light of the fact that the NIH policy undeniably affects the bundle of rights
that a person has in their intellectual property, our legislation is needed to stop this
policy and prevent other agencies from following suit, while we consider the alter-
natives and consequences.

In particular, we should explore the negative effects this policy will have on the
constitutional directive of advancing science and the useful arts. Publishers have
told us that this policy will harm scientific access not increase it.

We should also consider its impact on the peer review process, which could pos-
sibly result in greater access, but much lower quality research. Sure, more people
will have access, but the research will not have been vetted by knowledgeable indi-
viduals. How does that help promote the progress of science?

In fact, smaller non-profit scientific societies may be forced to stop publications
all together thus reducing the amount of scientific research available to the public
or the cost of the peer review process will be shifted from the publisher onto the
taxpayer to offset publishers losses.

While NIH’s goal of widely disseminating the results of publicly funded research
is laudable, there are multiple alternatives to achieve that goal that do not have
the negative consequences of the current policy. The National Science Foundation,
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for one, has such a policy that would disseminate research reports instead of the
copyrighted material of the publishers.

Accordingly, my bill, would stop the mandatory policy at any government funding
agency and require a thorough study by the Register of Copyrights to determine the
appropriate approach taking into account the IP implications and the effect on the
peer review process.

Mr. BERMAN. I thank you.

Can we go to the witnesses?

Mr. IssA. Mr. Chairman, if I could, briefly.

Mr. BERMAN. Sure.

Mr. IssaA. First of all, I would like to thank the Chairman and
the Ranking Member for allowing me to be an original cosponsor.

Howard, your indecision gave me an opportunity, and I thank
you, aéthough, retroactively, you could be the original cosponsor on
our side.

I thank the Chairman for holding the hearing today. And very
clearly, we are, as the Committee of jurisdiction—and I never say
we are the most powerful, but we are the most important Com-
mittee.

We are trying to balance the right of the people to have the data
that is created by not just the National Institute for Health, but,
to be honest, by government at government expense.

We want them to have the data. We want them to have the
knowledge. What is very clear is in the promotion of the publica-
tions that we want published, we want to maintain the benefit or-
dinarily accorded to copyrights, and that is really the balancing act
that I know we are going to hear about today and that we are
going to try to achieve with this legislation is exactly that.

We want to preserve protection under Section 102. We clearly,
though, want to make sure that the American people, through
these publications, do end up with data and knowledge being made
available to people and that those sources from which the data and
knowledge came are made available in a timely fashion.

That balancing act is important to the Chairman and everyone
on the dais, including Mr. Coble, and I believe this legislation is,
like most legislation, not yet perfect, but close.

With that, Mr. Chairman, I look forward to the hearing and
thank you again, and yield back.

Mr. BERMAN. Well, I think I will introduce the witnesses.

We are very pleased that all of you took the time to be here
today and to share your thoughts with us, and particularly the di-
rector of the NIH, who I first had an opportunity to talk to on the
issue of the substance of this and what is the appropriate Com-
mittee to deal with it.

But as one who will be Chairman of a Committee that is no-
where near either the first or second most powerful Committee, my
relationship with the Chairman of either the first or second most
powerful Committee made me more diplomatic.

Dr. Elias Zerhouni is Director of the National Institutes of
Health, the Nation’s leading medical research agency. He oversees
the NIH’s 27 institutes and centers, with more than 18,000 employ-
ees and a budget of $29.5 billion.

Dr. Zerhouni is a world leader in the field of radiology. Prior to
joining the NIH, Dr. Zerhouni was a professor of radiology and bio-
medical engineering.
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Dr. Zerhouni earned his medical degree from the University of
Algiers and completed his residency at Johns Hopkins. He is the
author of 212 publications and holds eight patents.

Speaking of patents—oh, no, no.

Mr. IssA. Thanks, Howard.

Mr. BERMAN. Ralph Oman, who I have known a long time, teach-
es copyright law at the George Washington University Law School,
serves as a fellow at the law school’s creative and innovative econ-
omy center.

From 1994 to 2008, he was counsel in the Washington office of
Deckert, LLP. Before entering private practice, Mr. Oman was the
Register of Copyrights of the United States and, before that, pre-
viously served as chief counsel to the Subcommittee on Patents,
Copyrights and Trademarks of the U.S. Senate Judiciary Com-
mittee, when they had a Subcommittee on Patents, Copyrights and
Trademarks.

I think Senator Mathias, at one point, Chaired that Committee.
o Mr. Oman received his J.D. from Georgetown University Law

enter.

Heather Dalterio Joseph serves as the executive director of the
Scholarly Publishing and Academic Resources Coalition, SPARC, a
membership organization representing more than 800 university
and college libraries whose mission is to expand the dissemination
of scholarly research.

Ms. Joseph is also the convener of the Alliance for Taxpayer Ac-
cess, a coalition of libraries, universities, patient advocacy groups,
consumer groups and other organizations that work to ensure the
results of publicly-funded research—make sure that they are acces-
sible to the public.

Prior to joining SPARC, Ms. Joseph spent 15 years as a scholarly
publisher for both not-for-profit and commercial organizations. She
holds both a BA and an MA from the University of Maryland.

Finally, Dr. Martin Frank is executive director of the American
Physiological Society, a nonprofit membership organization that
publishes a number of scientific journals, including Cell Physiology
and the Journal of Applied Physiology.

Prior to joining the APS, Dr. Frank was the executive secretary
of the physiology study section at NIH and an assistant professor
at George Washington University Medical School.

Earlier in his career, Dr. Frank served as a research associate
at the Michigan Cancer Foundation and in the Department of
Pharmacology and Toxicology at Michigan State University.

Dr. Frank received his Ph.D. in physiology and biophysics from
the University of Illinois at Urbana.

Gentlemen and lady, we await your testimony. Your prepared
statements will be included in the record and we will be grateful
for you highlighting and summarizing those statements.

Dr. Zerhouni, why don’t you start?

TESTIMONY OF ELIAS A. ZERHOUNI, DIRECTOR,
NATIONAL INSTITUTES OF HEALTH, BETHESDA, MD

Dr. ZERHOUNI. Thank you, Mr. Chairman.
I would like to thank you, Chairman Berman, Chairman Con-
yers, Ranking Member Coble, and Members of the Committee, for
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giving us this opportunity to present NIH’s views on the public ac-
cess policy.

I have submitted testimony for the record. What I would like to
do is also submit for the record prints of slides that I will show you
on the screen.

I think it is important to realize that we wouldn’t be here unless
the world of information technology had not changed. If this was
a world of paper publications, I don’t think NIH would have devel-
oped a policy such as the one we tried to work on.

W‘}ly is it that we felt it necessary to move forward in this con-
text?

First and foremost, I am going to show you here a table that we
all have in every institute director’s office at the NIH. These are
the 23 chromosomes of a human being, and we have a table where
we post every discovery on every chromosome that is resulting from
the completion of the human genome.

I am showing you here my table in 2005. There was one dis-
covery in macular degeneration, a cause of blindness.

I show you, in 2006, we made three discoveries, all important in
the sense of giving us insights into heart disease and neurological
diseases.

Look at what happened between 2007 and 2008. The first quar-
ter of 2007, I had a report of seven discoveries, more than we had
before. Second quarter, third quarter, fourth quarter, first quarter
of 2008, second quarter of 2008.

There is a true explosion in scientific discovery. And when you
look at this, you have to also see that we have made discoveries
that require exploitation. Many genes, as we showed you here in
diabetes, were not known to us 10 years ago. Now, 16 are known
to us.

If you look at autism, last month alone, we reported on six com-
pletely novel genes. We need to exploit this discovery at a rapid
pace. But to exploit these very complex discoveries, we need to
have access to all of the publications and all the data sources of
scientific information.

You can see here, also, the explosive growth of knowledge. These
are the databases at the National Library of Medicine, the NCBI,
the National Center of Biotechnology Information, have been put-
ting in place since year 2000. Look at the growth.

We have over 2 million users a day coming to NIH to look at our
databases. Two million users is much more than just scientists. We
don’t have that many scientists.

This is used by the public, by teachers, by students, by patients,
by their parents. Sixty percent of our patients now go to the doctor
with information extracted from these databases.

And if you look at this and you put yourself in my position, I
have to promote science and health, here is the picture that I see.
We can define the problem. We have multiplied by orders of mag-
nitude the amount of scientific information.

It is very fragmented. It is quite disorganized. And we know now
that to make progress, we will need to interconnect all of the dis-
coveries we are making and make sure that the scientists and any-
body who needs that information is able to exploit it in the Internet
age, because the real value is in the full connectivity, not just the
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posting of the passive documents, it is the connectivity of all avail-
able electronic sources of scientific information and their efficient
exploitation with the new powerful engines of software that are
used in the modern search engine technology, and not just in a pas-
sive display.

This is what 21st century science and health require, even the
current explosion of knowledge, and what NIH needs to keep its
competitive edge worldwide.

How have we done this? So if you look at PubMed Central, for
example, you would think it is one database. In fact, it is a small
portion of the whole family of databases, and I am just showing
you a few here.

The human genome, on the top right, and then protein struc-
tures, and then molecules that we know are therapeutic molecules,
all of this needs to be functionally integrated.

It is enough for a scientist to go to every one of these databases
and ask information about what they could do research on or for
a patient to come in and have access to one article devoid of its
context.

What I think we see is this. Let me just demonstrate for you the
world as we see it before public access.

So let’s say you are interested in ovarian cancer and you go to
Google and, at the top of this, you say, “I want to know about
tumor biomarkers for the detection of ovarian cancer.”

Ninety-nine percent of Google searches will show you an NIH,
NLM, NCBI database as the answer to those queries.

When you go to Google, you will find, for example, in this case,
there was an article that was published, and that would link you
up to the PubMed Central.

So you go to PubMed Central, you find the article. It also tells
you that it was funded by the National Cancer Institute or three
grants, and then you want to know about it. And we always link
all of our articles to the original sources.

So you click on the link and you go there and here you go. This
is the world before public access, $31.50 if you want to read that
article.

But that is not where the value is. The value of public access in
this age is different.

Let me show you what the new world will be. If you look at to-
day’s databases and you looked at the NIH databases, four out of
five articles are not available for exploitation, for looking at the
content of the article and understanding if they are interrelated to
another area of research that you really need to connect to.

But if you look at what we see as the world as to public access,
let me show you. Let’s say you are interested in ovarian cancer
again and you want to find out if there are certain genes that real-
ly promote that growth.

Sure enough, you find a paper. That paper is from the proceeding
of the National Academy of Sciences, which actually is the access
to the paper. And then the next thing you do, you look at it and
then you ask yourself a question, because our scientists have devel-
oped powerful tools.

What you see here on the lower right corner—left corner here is
if you want to know any related article, you just push a button and
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it gets there. If you want to know the gene, if you want to know
the substance, the protein, and look what happens.

In this case, the paper was there. The scientist looked at it. And
guess what? They connected to an article they didn’t know about
that had to do with prostate cancer, in fact, where the same gene,
HOXB13, was also active in prostate cancer.

That is the connectivity where the whole is much greater than
the sum of the papers that supported that whole. That is what we
want to accomplish.

So when you look, for example, at PubMed search results, you
can look at the paper, you can look at the chemical structure, you
can look at the countdown and view the chemical protein all at
once.

Now, let me just say that this is very powerful. We discovered
SARS in 2 weeks.

And if I may, Mr. Chairman, have 1 extra minute. I am sorry
to be over time.

But I want to say that there is, in our view, not real evidence
of deleterious impact on public access. We have over 400 journals
that participate already since 2000 and all of them provide their
content within 12 months. No evidence that this has been dam-
aging.

Through Web sites, such as HighWire Press, my friend, Marty
Frank, actually publishes their own papers in a public database at
12 months. There is no evidence that this has been harmful.

More importantly, I want you to know that we have been cau-
tious and open and we have followed a long process of 4 years of
interactions with publishers and Congress, and, clearly, the policy
is working today.

We have a 56 percent compliance rate and we have something
that is remarkable. That is that many publishers today are depos-
iting our authors’ articles on the authors’ behalf, Blackwell Pub-
lishing, Nature Publishing, some within 6 months.

Last, but not least, let’s remember that we are the least strin-
gent of the policies that have been developed and we fully believe
that it is consistent with company law, because we are not taking
away the copyrights from the authors to the publisher.

They can reproduce articles. They can derive work. They can ac-
tually charge for any derivative works used. We only require a non-
exclusive license after 12 months of embargo and this is truly, in
my view, a very, very appropriate use of granting authority, when
we pay $400,000 per grant.

Thank you, Mr. Chairman.

[The prepared statement of Dr. Zerhouni follows:]
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Mr. Chairman and Members of the Subcommittee, I have been privileged to be the Director of
the National Institutes of Health (NIH) for the past six years. To serve at this particular moment
is a blessing, for this is truly the golden age of medical research. We know more about human
biology than at any point in history. Scientists are accumulating new information at a staggering

rate, and | am witness to an unprecedented explosion of knowledge.

There have been times I was informed of more discoveries in three months in such areas of
research as genomics than I had in the previous five years combined — and the rapid pace
continues today. These advances have illuminated previously hidden areas of the life sciences,
including new and significant discoveries regarding the cellular underpinnings of disease. Our
new knowledge of genes, proteins, and molecules is leading us to new areas for exploration in

biomedical research.

Such progress is largely attributable to revolutionary advances in both high-throughput biology
and information technology. New high-throughput technologies are resulting in exponential
increases of biological data in amounts previously unattainable. New information technologies
are allowing us to store, integrate, analyze and make these data accessible like never before. We

are gaining an unprecedented understanding of biology, health, and disease. In this age of the

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 1
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internet, the ability to share such information from one end of the globe to the other in the blink
of an eye is increasing the pace and breadth of medical research. Every single week, scientists
and the general public are downloading more information from NIH’s databases and web-based
archives of publications than exists in the entire Library of Congress. Scientists are not the only
beneficiary of publicly accessible information. Students training to become the next generation
of medical researchers are accessing NTH’s databases. Surveys indicate that more than 60
percent of American patients consult internet medical sites prior to seeing their physicians, and

they would benefit from access to the most complete and unbiased information available.

The extraordinary progress of recent years has positioned us to change the dynamics of medical
treatment. In the near future, we will no longer be responding only to the acute symptoms of
disease. Research advances on the horizon will enable us to identify biomarkers of illness and,
in many cases, preempt disease before symptoms appear. The ability to accelerate research
through innovations in information technology is leading us along this path to a new era of

medicine.

Science has benefited from two revolutions. The first revolution stems from these new

technologies that enable data to be generated at unprecedented rates and at dramatically reduced

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 2
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costs. For example, in just its first few months, NIH’s 1,000 Genome Project generated 240

billion bases of genetic information. Those data are being deposited in NIH’s National Center of

Biotechnology Information (NCBI) and other databases for the benefit of all scientists and the

public at large.

Not long ago it was a challenge for a researcher to study the regulation of a single gene in a

human cancer cell, while now it is routine for cancer researchers to measure the expression of

thousands of genes and make these data available in NIH’s public databases to assist discoveries

by other scientists around the world.

The second revolution emerged from our ability to manage and integrate these enormous

quantities of data being produced and to make them available in ways to speed research that did

not exist even ten years ago. We are now capable of taking individual discoveries and

integrating them with all other research findings — both publications and data. Scientists can

connect the dots between discoveries instantly, an advance analogous to moving from searching

for fingerprint matches manually to matching prints in a database of millions in an instant.

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page3
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When viewing a report in NIH PubMed and PubMed Central databases, at the touch of a button
we can link to papers that are determined to be related, as well as to papers that were actually
cited. We can also link to related chemical structures, proteins, viruses, and other data, allowing

us to make discoveries that advance science and even prevent deaths.

The biotechnology and IT revolutions led NIH to establish NCBI in 1988. Today, NCBI is
brimming with molecular and genetic information in more than 40 free and internet-accessible
databases. More than 2 million people a day are accessing these databases, seeking information
to understand disease and advance research. The majority of these databases are integrated,
allowing, for example, a researcher to instantaneously link from a study on a drug compound to a
3-dimensional view of the compound and then to genetic data on a gene thought to be related to
the disease being studied. The linkages are copious, and this extensive integration is the great

power behind these databases that drives discoveries.

The NCBI databases are critical tools for the discovery of gene function and the identification
and cures for many diseases. For example, about three years ago, a child was hospitalized with
an undiagnosed illness in Minnesota. The state health laboratory had isolated an unknown virus.

After determining the DNA code of the virus, laboratory staff used the internet to access the 55

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 4
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million DNA sequences at NCBI and immediately found a match. The virus turned out to be the

first polio case in the United States since 1999.

Following the Hurricane Katrina disaster in New Orleans, local officials were unable to identify
thousands of bodies because of their poor condition. NIH responded with software that analyzed
10,000 DNA samples in two minutes, as compared to the full day of work required by an analyst

to examine 14 samples by hand.

The biology and 1T revolutions have enabled NIH to launch genome-wide association studies to
identify genetic variations that are common with various diseases. Such studies have identified
multiple genetic variants common to type 2 diabetes, information that will be vital as we seek to
curtail this epidemic. Through a relatively new NCBI database called dbGaP, the data from
these NIH genome-wide association studies are being made available to researchers across the

world, in order to accelerate the discovery of cures and prevention strategies.

Recently, NTH’s data bases were used to identify a virus that had caused the mass death of
honeybees in the United States. Scientists scanned the DNA code against all known viruses and

pathogens and linked it to a new virus known as the Israeli acute paralytic virus.

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 5
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With these new life-saving tools, the main limitation on their use is the capacity to store and
retrieve the data, given the extent to which data is being submitted. While today we are storing
and retrieving only a fraction of the data and findings that could be available, the mandatory
public access policy enacted last year will increase the scale of information that will be available
from the library. Under the law, scientists who receive taxpayer dollars to conduct research will

post their findings in PubMed Central, a public archival database at NIH.

From May 2005 to December 31, 2007, 14,397 research-articles supported by NIH — out of a
total 189,000 — were made publicly available through PubMed Central through a voluntary
policy. Since the establishment of the mandatory policy, well over half of NIH-funded articles
are being submitted to PubMed Central, and the percentage is growing every day. During this

early period of policy implementation: 400,000 users are accessing 700,000 articles every day.

Congress applied the mandatory public access policy to manuscripts resulting from NIH-
supported research. The policy has two basic premises: 1) the integration and accessibility of

biomedical research will speed discoveries, resulting in the prevention of death and disability;

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 6
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and 2) the public has a right to have full access, without charge, to research findings supported

by taxpayer dollars, after a reasonable period of embargo.

The House Committee on Appropriations first expressed concerns about lack of access to NIH-

supported research reports and data in July 2003. A year later, that Committee recommended

that NTH develop a mandatory public access policy, with reports becoming available six months

after publication.

NIH responded with caution. The Agency proposed a voluntary public access policy in

September 2004 and published it for public comment. After public debate and comment, NIH

started a voluntary policy, with a 12-month embargo period, in May 2005. As part of the

Consolidated Appropriations Act for FY 2008, Congress enacted mandatory deposition in

PubMed Central of published manuscripts from NIH-supported research. Throughout this

process, continuing to this very day, NIH is engaged in public discussions about the mandatory

policy, and is being responsive to concerns about implementation.

NIH began a formal process to engage its stakeholders in enhancing the effectiveness of the NIH

Public Access Policy implementation. NIH held an open meeting on the Public Access Policy on

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 7
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March 20, 2008, and conducted a Request for Information (RFI) from March 31 to May 31,

2008. NIH is considering all the comments and suggestions it received from the RFI. Among

other issues, the NIH was particularly interested in information about the following:

« Do you have recommendations for alternative implementation approaches to those already

reflected in the NIH Public Access Policy?

o TInlight of the change in law that makes NTH’s Public Access Policy mandatory, do you have

recommendations for monitoring and ensuring compliance with the NIH Public Access

Policy?

e In addition to the information already posted at

http://publicaccess.nih.gov/communications.him, what additional information, training or

communications related to the NIH Public Access Policy would be helpful to you?

The NIH is in the process of analyzing all submissions collected through this RFI, along with
comments collected before and during the March 20 meeting, and will report its analysis by

September 30, 2008.

We understand that a bill has been introduced on this matter. The Administration is reviewing

this bill and will get back to you with our views on it.

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 8
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Thank you for the opportunity to present this information to you. Iwould be happy to answer

any questions you may have.

The Public Access Policy of the National Institutes of Health September 11, 2008
House Judiciary Subcommittee on Courts, the Internet, and Intellectual Property Page 9



29
ATTACHMENT

Jojoalg
"d’IN ‘lunoyia7 'y sellg

Auadoid jenjos|eiu| pue
‘JBuJaiu| BY} ‘SN0 UO /RIWIWOIgNS

A21]0d sS929Y 21|gnd S

HIN




30

poaJaA0ISIp saush
MdU 9 Jpuouw jse
wsnpny

souab g :obe sieal ¢
souab ( :obe sieaA |
sojoqeiqg Z 9dA}

A18A02SIJ olusIos Ul uoisojdxg
:9UIDIP3\ Ul B1J MBN VY

THIEID:




31

000002

000'00%

000009

000008

000000}

000'00Z"

Users / Weekday

000°'00¥"}

000'009'

000'008"}

000'000'C

£00C 900C S00C ¥00C €00C ¢00Z L0OOC 000C 6661 8661 661 9661 G661 ¥66l €661 C661 L66l 066} 6861

wcmM_:D ﬁ isvia |
zalu3
dvOO | 4p aguio s1sap 1s39p
naus
1SVg-IHd MWW 19ON 18

WINO
Awouoxe |
SOWOUSD)  ZaJuT HIOMIBN
Mueg  ainpnis ge

aUIoUpO) (1GOOI Juegueo -

w_zm% Lsvg-isd
o510y

SNaN
3UIsno0 peand
oMU
sddtorden viny 24 O.._mE:I+

SOM SdIy¥eusD

owous 030
swouso Jameindepy [

aypodwo) asnopy MNITE

seUsD zoUT  |enus) PaNANd Kepxaapp Jod SIaS() mmm

sa|dwes [ejusLuuoAuT slied aseg yuegqueo mmm t

SOWOSOWOIYD Jaoue)
1S9 | dUs9 8dd00
1YSUsD  9AIYolY doel|

oy ezuanju| wayoand L
$5900Y 0l|gNd

deogp
S3IpPN}S UONBIO0SSY SUIoUsD)

0000}

000'0

000'0€

000'0%

000°0S

000°09

000°0Z

000'08

(suonin) sired aseg

Aeq/siosn UOIIN g -Saseqejeq dynusios |[gON

:9Bpajmoud Jo ymmouds) aAlsojdxg



32

‘abpa annedwod
sy deay 0} spaau HIN 1eym pue abpsimouy 40 uoisojdxa jualind
3y} uanib auinbai yjeaH pue asualog Ainjua) ISLZ1Ieym SI SIy] =

iAe|dsip anissed

10} s9oiue bunsod isnl ul jou pue saulbua yoless paziernads

JO s|00} alemyos Buibiswas |nuemod sy} yym uoie}iojdxa jualoiys
JI3Y} puB UOIBWIOU| O1JUSIOS JO S82INOS 2IU0JJO3|S d|ge|leAe

W31904d
ELIEE

A1oA02SIQ 21313UBIDG 0} Y20|gpeoy



33

seseqelep ouuaIos [gON/INTN Pa1osuuoolalul 8y} Jo maj e AluQ

jEsuzg

281’2 SN syl N

WIINO al Bu:b”_m, $

= N :
L1y’ S / 2199942 SHu
ui23old &

slsiun 4 Y]

GlEL U 09.€ iU ‘9z6'e11'6 SN

CIVCIED S Jloys)oogs 9POBPNNS

XN 253X

99ual19g Ainjua) sz Jo
Jusuodwo) |e}IA V (DINd) lesuad pangnd



34

bo«mc_E:om_v ypm Lao:ao UBLIEAO 40 UOOBSP 1O} SIBHJEWIOIG
|Enjusjed jo ' puE Apapsues m_m_.:umvm ¥OE| (]S 190UBD UBIIEAOC J0) SIGYIEW JOWN} JUBLNY

’b,'“m‘”n

UBIBAO JO UCHERIEA JO} ¥S| 73 PESEG-pESg (G007 ‘ASid SI@yJewolg |owepids Jeoue))
T [008UAD] " BY] JOJ SJaNJello|] JOWN] [BA0U 3|

8002 - 580 Wd Aq
SCEd IE(WIS - L6Z'E'C EIE0TSLL/LITE 01/5GE/10P/LICS BUISIPBLIBININY MMM

' Ul BLUOUIZIES UBLIEAO JO UOND8}8p 8Y) J0) SJBHJELOIq JOWN] [BAOU

B{diynu Jo 85N BYJ """ JBDUED UBLIEAO JO UONDB}ep ALEs Jo} sjuswainbas esiBojoig

ELINd - 16ZIE)Z - SUD|Pa}\ U] SIaNJewolg - SUPIPaj aimng

SI07 810N

SUCISIBA E || - SOOIHE )2 84 - 15 Ag PO - SO0Z - ¥EZ0) ¥ Ag

sy} - EB000S00Z MWd/Z00 ) Db uca A ‘Iop

“* *[g] 1@2ueD UBLIEAD mmm_w Aues so} uexiewolq Jowny sgsoubeip

Jood B 8g 0} usAcid SEY T "JUNCWEIEd SI J8JUED UBIIEAO 4O UOIO8}ep ALES IO} SieuEw

" abels A|Jes JO uoj3delap J0J S18)Jewo|q Wnias JO UOReZUsNeleyd

862 Aq pBYD - ENCI - T 8J9HJEWOIq MBU JO UCIESIJUBP! PUE SISA|EUE SILOBCId
B¢} AQ peYQ - ¥EZ0Y - 7 BUISN J80UED UELIEAOC 10} SJ8)JEW0I] |6 UCEOuBP]|
i€ AqQ peyg - BuByz - T oILOBj0Ig WNIBg WOl pelpjuep| sleylewolg ealy]

‘sJeyJewolg ABojoou() o sisfeuy puy Buluesiog |eae uoissaidxg sueg  woo ausBug mam
SJ@)Iewo|g Jaoued

THOEE qom

_ -
ﬁﬁ%ﬂ%&ﬂm y2Jeas JIDUED UBLIBAO JO UOIIDRIBP 3L JOJ SIDHJEWOIG EE_.:_ w,— mﬁ ) o-rn v

$S999Y 2l1|gnd 8./042g PMOM dUL



35

S9)e)S PANUN/VI/6£9€80VD 05d

SManaY PR I8 995 ¢

i i JBAR A 9 puw UL

P ] s oea euquo

L4 PR SR P3N UM BUIOLDE3 LELIAD 10} S ARAION 50 §3H PUS A
29 pue 5

smaay paejay

VSIT pseq-pesa

snse
Y3 SEG Joun i ® 10 AY

niy paivey

ION s3je1s pajiun/vo/60050LVO
Buipung HIN

ION s33e1S pajuN/\vo/18€980VO0

[3N103M 403 PaxapUl - powand] 85219081 NG

*auoje Jauyyie ueyy Adueubijew 40 03ipeJd S)BINDIE BIOW € S| H3H

puUE SZTYD PauIGuo ‘aseasip | abels Alleidadsa Jasuea LeuBA buioaiap Joj AjAnisuas 1seubly au) pey
$3H Jaxew Jown) 8jBuls e SY (SNOISMIONOD “JaXew Jayio AU JO §2T¥D YIIM PauIqUIOD uaym AjAnisuas ul
8528.9U1 OU Y3IM ‘aseasip | 8Be3s J0) Jaxiew ajbuis 158q By} SEM $3H "UDHEUIWOD SIY3 JO AYARISUSS 8L 03
Ajewiuny Buippe siaxiew [euoiippe Yiim ‘(%56 Aloyioads) e a2 18 Aanisues seybly ays pepieiA $3H pue
521¥2 pauiquod ‘Ajeanesedwo? (%56 Aloyidads) %6°2L 18 Auanisuas ysaybiy ayl pey $3H Japew ajbuls
© Sy “JaJued pue sassew ubuag yim sjusned usamiaq Apuedyiubis passyp 2o 1dedxa S|eAs| Jaiew

/e 10) sBNjEA BB ‘swsedosU UBLBAO UBIUSQ G9T PUE SJBIUEI LBLIEAQ |RIBLIINS BAISEAUI 2O LM SISAIRUE
105 8jQiBNa BJam Sjusned £E2 ‘B5BU) JO “Pa|IDIUB BIBM SBSSEW [EXAUPE Lym Siusied auiu-Ayy pue paipuny
oML ISLINSTY "9%86 PUB ‘%56 ‘9606 JO SBOYIADS 19S5 18 SSNIAISUSS BY) UIRIqO 03 pauuoyiad sisAjeue
UONEPIBA-SS0J3 YIM 'SUCHEUIQUIDS PUE SIBX/ew (| JO) PBIEWINSS BJaM SIBPOW UDIssaibas JsiBoT ‘synsal
AbBojoyyed jeuy 03 pasedwod asem pue (ZieH) 28893 pue ‘(Y493) 10308) Yimosb jeuuspida ‘unucdoayso
WQIYUl ‘UIARIR p-Z2¥D ‘PIH 'dUINS 'SZTVD JO S|9Aa) Joy pazhjeue alam sajdwes ayl ‘Ssew |exaupe

ue 1oy Assbuns uswom woy A d pauie}qo asem sajdwes suun pue WSS :SAOHLIW
S2TVD 40 Ayayioads pue AJARISUSS By) @SB3I0UI PINOM I8y} SIBBWOI] [BAOU J3YI0 Ajuapl 03 In0

185 aM 'SUONIPLOD 21B0[02aUAB UBIUBY AUBW UI IN2I0 S[aAB] SZTYD PAIEABIS BSNEJAY 'SSEU [EXBUPE UE LItk
sjusned uj Jsaued ueweAo Jo asussaid ey 1oipaid disy 03 pasn i JByIeW JOWN) SZT¥D BYL :SIALLIICE0

040°UYIMBI00UL *YS ‘SZEZ0 1Y ‘SIUIPIACIA ‘AVSIFAIUN UMOIE ‘RUGSOH UL PUS UOM

‘3L DY 58w 0D eueds ‘g
“LUDIBA TM paRIV 'S S8IRYS 'DW J8JIIW IV UMoJg DY 8ioo

onseAlsia D

“ssem
aynjed © g stuaed Uf RUIONIIED UEHIEAD J0 UHORIEIOP YL 10) SINILWIONG 10U [9A0U ajduinus jo a5 oL

€ 980 £00Z Gnd3 '8-20(2)801 ‘984 8002 TOIUO [098UAD T _|

(2] 0 wamax Iy

m c_nzaw_m ;m:om_ - QN_ moyg. _M ma—uus—mn«_ Awdsiq

I0931 Z57 aaawmai s PIPGRG B ‘TULONIMDI WDMDAC o UOTIRIAP Y Jof Stnpanito1q doury yarees euuo mok Sumwopag [EEIN

FEEiba] [T ubis]|
[ 10N AN

[TSie2q | pieoqdiin | AIOSIH | xapuymathald | suun

303 [< PaNand [ qamag

powqnd mmm

Buipung HIN sMmoys joeaisqy pajNqnd




36

‘A'8 Janes(3 Jo yIewwapes) pass)sifal e S| GaLQBIUaRS Panasal SUBY Iy A G 1814as(3 800Z @1yBwidoD

k1104 foeMg | suonipuOD ' SUNS] | SIeSaADY J0j uoReuoju| | S RBIU0D | PENgEIUBRS IN0gY

sbumas Ay

LPIOMSSEJ 10 BLUEN 1850 Jnok uapoBiod
wibo vopngsuysuaylY
190080  yuaos |
J2)ndwod S Uo AW JaquBWay _|
—
05°4€ § SN :82Ud [ |ewensesn

*8jofue siy aseydund "Moj3q
0} MOJ3q UONNG , 3SBYIIN 0) Ja)SIBaY,, ) YOI uiboj aseald ‘a[d1Lie Siy) 0) 553298 3Aey Apealje
‘PIOMSSEJ PUE BUIBY J3SN © BARY JOU O NOA J| Kew nok ‘pIomssed ' aWeN Jas e aaey nok Jj

PENSOY MEIA IFISEE "D U8Qoy PUE [BUBJD '0'D '04SNISIA INEd ‘UBIPasSal ukessd

‘Joyuia)s jasebiely 'yoIaA UalsIou] ‘pielly ABLar M 'SBIBXS UaAZIS BIINN 121D 11 'umoig ¥ Ay '3100) 'O preudny
801-20p sebed ‘900z Aieniga4 'z anss| ‘904 awnjoA ‘ABojoouQ 2160j03auA9

ssew awad e yum sjuaned uy 12482 UBLIRAQ JO UOf au 10} 1q J0LIN) [3AOU BdNINW JO 3SN Bl

9|2IHY |UljuQ SS8dY

12341Q20UBIS , %

rrE

13811033UBIIS 0] $S8IIE |SANG) aAey No |\

a|qe|leAy },us| 3|91y papunj-HIN Ing



37

X>XX

HIN "d
papung aiy pajsi salpnis IV [ANTTAHIN 03 P2x2put - PAINGNd] $8ETIELT “ATINA

=N

6 EFT(P)LS Y LOOT Tounmm] poxday [ wy
"I20UED UBLIBAO TIM USMWOM UT SSIPOQTUROINE UBLIBAO-T)UE PUE IOWN-HUY

I ASI0qI] | YoSUSuROy g URUHSINg ]S AJSSSEpH |§ BSOUOIGSH ] 9pagay [JN JUepelqg |y emeg
[ANTTAEIN 05 P3x=pul- PANGUd] 85L890LT “AINd

"95-9+85(1T)9AON 900T "saMmo01g

‘sureped srwmoajoxd £q SONSST) J2UED UBLIBAO JO SUOTJBIIJISSE[D)

TNQ TPWqUT H MO vl UepPayS ool 040 O 00X N PYgueS f UM\ A M7
[ANTT@AIN 103 paxaput - papNqud] 2000081 :AINA

“TSTTR(TT)T:S 220 L00T “ANO SOTd

‘SISNTEUL UILISS I90ULBD UBIIBAO TO SUOTITPUOD UOTIII[0I POOTQ JO 19311

"N UeqI[) TN USOUIN “ID U0SIRpPUY g UOSPN A [€59S "I UMOIg 5 M0 f Jsamoq X uend ‘g 2oy
[ENI'TQEA 0] paxaput- paNqnd] #L9TOTLT ‘AN

MOIANY TT-T96°L00T "SPYI0ULD APY

‘sagoeoidde orwouad £q 120ued uBLRAO [erjayida ur A19A0JSIp JayIewolrg

TINIRTI "], SWon0g 3] OH 3131 SUO A TATI SEH OS JOIN
[ANTTAAIN 103 paxapun - papNqnd] 66696T8T AN
“MANY €T-6(T1)07:92 4 8007 [022UAD 32)5qO WdO 1mD

"T9OUED UBIIRAO TOJ sTa3[TRurorq urajord jo uorjeorydde pue A10A0981(]
‘goX v uousen

siaylewolq laoued cm_hm>o_.8m [= paNgnd _:o.aom

Aol 'pawgnd " mmm

I[29H JO SaIMITIsU] [eUONEy, 9Y) pue Uw n:m —muz M“W

JUIDIPIJA JO ATBIqr| [BUOTIEN 'S [] 241 JO 9D1AIS Y

S9|o1Y Papuny-HIN JaylQ Auep a1 isne




38

5o T v T = = = v
IoYIoyM PIJBSNSIAUL am ‘UBSIO 2AISUOdSII-0UOULIOY JAYJOUE St ATEAO 31} ISNBOA W00

100d PUE ISINOD [BIIUTD JAISSIIZTE UB [PIm PIJBIOOSSE ST AJBISYJOUOW USIJIXOWIE) YIim PIjean
sjuaned 190ued Jsea1q 2anisod-103dadar uaSons? Jo Jasqns B W ¢ [TXOH Jo uoissaidxa pajensareq

o) p-NE:-) 4

-uondo ss300€ uado SN J U YSNOM SUNUO S[QENEAE A]331]

SAOHLI3W

ANV STVIILYW
NOISSNJSIa
ANV S1INS3d

Awouoxe |

uisjold

"LOOT "6 ABIN P2ARR2aY. aoue)sgng

3aded 91 2103 “0°S PUE “S'0°Q “MZ T PUR ‘EIEp PRZAEUE ‘O°S PUE “S'O°A “TOD “A'S “M'Z punodwo)

“INI ‘yoreasai pauniopiad “TO-"D PUE “D'H "A'S "W E "d'H “M'Z N[ [Y2Ieasa3 pauSisap “O'S PUE 'SD (@ 0 sH 2pIosoNN
01 A[enba paNqIuuod "Q°§ PUE “§"D"( SIOYINE JOMIS “§I0M SH 01 AEnba PANGIAUOD “A\"Z PUE N[ ‘SUORNGINUOD JONY 2

2U95)0|OWOH

ausD)
FI0 SImEdonnsIos Tewy o 530SIt ied Joiasp ew-g PAssIppe 2q AW 20uapuodsaiiod Wots 0L NOYuIT paNand

"L00T 7T ISUBNY YN Um0ISa[Ey) TeRdsOf] [E1UID SHISTIESSE] “IIYIEGIRSS] [ 1M Aq pajedr 5]

1120 VIN U0ISOF J00UDS [EIP3IN PREATEH PUE 12130 129ue)) [endso] [PIaU9) SHISUIESSEI; SUEe pajejai paNand
plodal papand
PUE 67120 VIN ToIs0g 00YS [EAP2IN preAreH] “KFojoqed jo wmaunedaq, punoduon
apnoajony,
62120 2uagojouoy |
VIN Umo0Isaprey) Tendsor] [EISUSD SUISNYIESSEJN YoIBIsy J90UE)) I0] 19Jua)) PUE Jup) YIIeasay AS0[omieg JEOS[OJN, —_— um_M_“w_w A,
§1,21INSI0 BIpUES pUE ?-Jo.uwm D smma(q whwnowq wuQ-39y) “Aure)) Uiy s ﬂwmu_w wwx“”m {
T.mb&mﬁ eYIuoS U g “IYIUA0I] 1GeaH +ann>9 Tedunz | ORI Suok3uerr A [SuE pateal papand |
elajew pajejay

uorssarsoxd 1a0ued uerieao sajomwoid STGXOH R
S32WDS [HPIN sjua0D

VS0 941 3O S30URIS J0 AWIPEIY [EUOREN YL Aq £007 © TFHATSS (mL2) Jad

“+018€6£0£0'SEud/g 0101 0P "] 32GORO £00T SUWUO PAYSIAn ety
GEVOPOZONd ‘IO “860L1-€60L1 (ER)POT €7 9010 L00T ¥ S 11 PS PEOV BEN 203d wensay

£00Z ‘€2 V0 {EPIYOT'A < ¥V S N DS POV (AN D0.d < 1ST] [euinor

noqy | aquIsqnS | Siouany o} 0jul | MY SIUL fequag mmmm
Paand ~

SS90V 2l|qnd /9 PMOM 9L




39

‘Juswieal) Jaoueo ajeysoud
Ul paj|0J1u0d sI susb swes
aY} Moy uies| noA alsym
‘aseqgelep uoissaidxg
aua9) 3y} 0} yul| e sapinoid
Alleonewoine JNd

Juswieay) uoneipedl
Ja)e S||99 J3oueD 9)e)Sol
Ul 8SB3I03p S|9A3| €L GXOH

ajdwies au uiy yues auadiad w
unoa (auueya ajfius) =

dRINT A Bull 183

=
©

uo A Bu

ISZHINSD
SPLIIWSD
188imsa

= B581INSD
= g1811NsY

CLEXOH /18709LE8 / £2£80D

10402 q #sop

EHEXOH-LL

860£4-€604 | Evou | w0l 1on | £00Z'EZ 99900 | SvNd

frsn ot o sawaps so humpery teuonen au ka 1002 @
S
w3 pamamoe

VOLBEBLOLOeUd/EL01 04/10p/16/6s0 swuc

~dn Kipoyiew s STAXOH 1241 swaned s90ued 15v01q dipeaods
T JO UOYED T U PoIENSUOWAP QUSRI AATY O\ Sowny

[ ———

o sae uado SV 31 uBnoAR sulkio B1gevENE Kais

uolssOSIQ pue SHNSaY

1303 URLIEAO JO [9pOW ASNOW PAULAP
ual e uy pue E1XOH Jo (01 losfopou yuwod

i 21008 0'S PUE “S3°Q “NZ “WT PuE TIED paRUE
"W mesipswoad TopuE 370 W aH
S pue 50 wom sKa 0 Arenba PUNGLAU) ‘O'S PUE
} faenbs psynainuo: 7 pue ' suonnainuon oy

1-G1) oy pue ‘6w ‘ggd vt suonesane
1do 02}ms UBLIEAO sTiow WO}

1] “siowm pue saurj

1Luik
o 1wadal [euron Suo|

own uees0 so0wosd EIEXOH 12y
foad Jown) uy ajox yrenoduws ue Keid few
H o sases ‘g1 OH $s1dx2 10u op 1)

fsa1dxo s1 €Y OH 1941 UONEAIISGO DY T
‘uopesajijoid 119 Juapuadaput-abeioyouy
*ABojoydiopy 3X1-21PUIdS S3INPu £LGXOH

100 100UBD URLIZAO JO YIMOIS SATEpOW
> ey sisoqioddy o uoddns sinsas
P> S-4VOIAO PUE £-AONS Ut uonwuioy
s2! (TETAXOHNS PUE I-TAXOHYS)
VNUS Pa1aiip-g1XOH 2u1 ‘on

© qum pareduwiog akp wjoi-[EIski

190uBD 15%21q UBWNY
“Salt3 ST O Pere Bortip 1 povrsuOmep Bl S

-uorssasSoud saousa

59098 YOH Joyioym usouyun

hiosqe 1481 Suumseow &g
oIS Auojos powsopiad om ‘yimoss
> a1 SuLIOP O, *(UMOYS 10U TIZP)
n-ea kq possasse se EAXOH Snoua

IXOH snouaSopus Jo ojos [euoOuny

30 dnoif uerodun e s1 soual xogoawoy jo AT XOH 24,
1opou asnows | xoqoawod | uaymowes | sey | uabonsa
“sue> ueuero

Ul ELEXOH 10} 801 [EAAINS-01d pue BAResejoid-0id € Lioddns
sunsa) ano “Joyreboy uoxey sisodode polEIOIUDJIXOWE) O}

un
5 IO ) ELEXOH snousbopu3 Jo uMOPIOUY
449-1L (41 ‘Z1) onsSn UBLITAO [FuLIOU

20UES UBLIEAD Jo 195qns

AIPOEW O) SE1 PAENIDE YIM SIIEIOGEN0) ELTXOH JEW TEns
-UOWIOP BM "JEIUED UELIEAC JO [9POW oull 1192 Pouljop Alleanouot
SR Ul “se4 puE 2w “ESd Ul SUOREISHE HoueD UIEIUO> Je

pue

U7 GoRsaIdNe Iy

9 109UE UBLIEAD DUO Ing [ ur PossaIdXD SEM EIAXOH

m ueumso Amwud (7 pUE sow [0 URLEAO URmmy
JUIOFIP O U1 SISATEUE Y- POWI0F15d 2 130U UELIEAD T
uoissaidxa ouad ETEAXOH 10 ouafeaaid aq1 aurwsaop o, *(01)
wmipoydo 3sv01q [Ptzou ympe poyorew-iuaned ur parasqo
st (s95%5 [[2 Jo %58<) uoIsSaldx> 01 o (3B [[2 JO 2ST>)
o] SEoROYM ‘S100UED 15TRIQ UEWNY JO %Qg~ Ul PaTar

(£007 "6 Ao maunai 1o} PaN32i) £00Z ‘22 NBNY “VIN UmoISIURD

‘PLLZO VIN 'UO3SO ‘100LDS [EXDYY PIRAIEY PUE Ja)UR) JOdUE) [ESOH

“ABojoueg jo Waunedaq, 67120 VIN ‘Umaisapey) ‘teudson

asnow _,_ggd Bujuuiojsues J0 ajqede> s| £LGXOH JO ujssaidxa
idop3 “uonessyioid [ PONP3I WM PAAEDOSSE S| Saull [

1212 MOUS oM 10U
UELEAD U] 0j0s € SAEId ELEXOH JOUIBUM PaIEBNSOAU| BM "UEBI0

uebonse jo Josans € Ul ELAXOH Jo uoissaxdxe pejeinbeseq

“awpeqias Tny &

62120 YW ‘veisog
pue 460l

5:42INSI0 BIPUES PUE '5,410165 - sjuueq

;6087 UUQ-88UD *1ABUIED U3 *;.EAIUE] EXIUOS *LJININ L12G *,IBUDUBAOI] JOUIERH ;. BUEM [EJUNZ *}.08lW Guokbuelr

uoissaibouid 1adued ueneno sajowoud £19X0OH




40

9SeplulEIN3U 0} punoq L0Z0.LZ-MA

3 350wo) 31n ‘52ded ST U] P SWP Po5eq-IMPNAS YO PASACIT ATENIP TAOPAD

uonesnsaAul dpun spunodwod Jo saanPNIS [ O

H
£
]

102042-TA\Y 3jejAx0oqieo JINWEYSSO JIINweuez sey opase sy «
‘¢ wenay parosey

b 95054 ‘phzse TV
o dispuodson

NHOO'HO

sutimicrob Agents Chemother

JAWEUEZ PUE JAJWEIPSO JO
9SOUL PIA FOTOLT-LMYU JO DRIV SMIA eZuNPu-puy 943 Jo uospedwo)
ABojoigoDE 10y AP

w0p.
L911-T9TL L)t RO SR QOOTEY

100 10y 1(4)51°A < SoowON) WAV qoMILY < 31 feuno]

3211V Ul S2INJONIS [edIWayYD

@ wpieas smpnas P

@ S s :spunodwod sejwis m@
SN v :AAn28UU0D ‘swes

@ :spunodwo parerey Oy

@ nun ABojooror WIN @

@ S ¢ :saNpPNAS UPI0I T

@ S +1 :pawand N

@ swn £ :seounsans [

@ vezvst :ap O

:Arewwing punodwo)

1020L2-TMd

wayoqnd ui punodwon

[ANITAIIN 403 paxepus - pAnd] 0£025CTT ‘Al
LTITTRIGEdy T00Z wBuiowayD sjusdy qomnunuy
“IIATWRURZ PUR JIAIWURY[ESO JO 950U}
UM 10704Z-[MI Jo Ayanoe snaia ezuanjjur-jue ayy jo uostredwo)) m

S NAEg TIQ 20T ] ATRWOSIUC
1L OSTPIH 'L U] “A UERES T 'V eYSuRd "1d YeRoY d
S{UN ‘s3I DALY P S SSUPUY T WoH 15 YIUETy "0 ed 'S BRuey 19 LI

¥EN 640 ¢|[ebeq snowaid

£41 40 09 - T4 swagl
IX| T Manay

uouasaid Juawieas) ezuanyui-ue| 10§ [X papand | YoIeas

s)insay yoaieag papgnd




41

ujaioid N [
uioid W 1
uojoid 3 |
uejoidoafi6 s [
upjoidjod ey —
uigjoidjod qe;po (]

T T T 1
woeLse 00002 000} 0

JHA QIVIN e pajeliu]

el [ealul]) | 3seyd SHYS pasuanbag A0 SHVS

12geN ' Asen pue oeleqgng

ejuey ‘Aydinpy -y ueng ‘spaqoy ayauesfuy

‘Bueny anp, ‘buoy] ind-Buip ‘Buep Buok-iyz

991 u1 Ajlunwiwi] 3A1309304d

puUe uonjezijesindN SNIIABUOI0D

SHVS S99npuj 3ulddEA YNA V

padojanaq auiddep SHYS

A

002 ‘€1 J9quiadag $00Z ‘1€ yorep £002 ‘P 1Mdy
| Ve

paiaA0dsiqg

0D SHVS

4

€002 ‘v2 YdIel

juawdojaAa( auId2eA puk uoljeziiajoeieyd
SYVS :9oual1dg AInjuad ;s1.Z JO Jamod




42

siaysiignd asay} 1oJ pajeljsuoLsp Uussq
sey joeduwi mainal Jead 1o 21Lou02s arijebau oN

syluow z| Jaye aal} 1o} a|qejiene
Ajjeaiuoayosia juajuoo J/ny 18y} axew siaysiqnd
Auew ‘ssaid alpp\ybIH se yons sajsgam ybnouy |

syjuow z| ueyy sss| 0} poliad obiequwa J1ay} paonpal
Auew — syjuow g| 0} dn pouad obiequa Yyim jusjuod

J18y} J/e apinoid pue jesua) paNgnd ul ayedioled
AlIn} 01 pajos|e aAey s|eulnol Qof Isowie ‘000z 22UIS

¢,SS929Y 21|qnd j0 }oeduw
SNOLIB)3|9(] B JO 92UdPIAT a4d9Y] S|



144 HIN 80/50 — 80/€0 sBuiles |lEH Umol € -10/8

Bunes |leH UMmoL 80/€0 149 HIN ¥0/1 L-#0/6

“JUSJUOD JIsy}
OMVd Jo Uolieasd -50/g IIe 4S0dop 0} HIN

i m Jsuped sjeulnol
Ae|ap "ow g yym Aoijod Aioyepuew Joy ||ed syusbal - Ut Jsu :
130 9 | 4 NN -90/C 0OE 19A0 0002

- -—l sJaysiignd yum sbunesw 7| -/0/21-90/2 - Ul DN sejeaud HIN

~ so}e00Ape sse00e Uado ypm sbunesw i -/0/Z1-90/%

- 80 uer L0 uer i

Kaiod fiojepuen go/p Ka1jod Asejunjop so/s

uadQ pue snonnes sepp
A21j]04 sS929Y 21jgnd HIN jo juawdojanaq



44

Buissipy

{suons|dwo? jo a1kl 18U U3||Jes pue
‘aunp 0} [udy Ul SUCISSILIGNS [BN}OE UO Paseq a1ewnss go0g) siduosnuey @

OWd u Bunedioiued sisysignd wouy (parewnse) ssjaiue paysignd [eul4 @

£a110d Kiorepue|py £a1104 Aaejunjop
800¢ unr 01 4dy ‘parewis3y £00Z 01 G002 '[eniy

Bunjiopn si Adljod HIN MaN 8yl



45

8002 48quig)dss jo Sy

I A181208 [ROIWIBYY) UBILIBWY A

IDINIIDSOUNIN ¥o:d A131D08

dnoi8 Sumnysiqnd amjeu

A E

TTAANDVIG-ATTIAD

syjuow z| uey| Ssa7 Jo saobiequig Mojjy 8WOS

jleyag s oyiny papunj-HiN uo
sydiiosnue|) Jyisodag MoN saaysijgnd Auep



46

S)ISIJUSIOS Papun)-HIN 8Je siamairal Joad Auep =

sabieyo bunsod pue uononpolidal ‘suonesisn| ‘ebed se yons
sJaysi|qnd 03 Apoauip sisoo uoneolgnd Aed 0y sesjuelb smojie HIN =

puny pajesipap ow g o}dn JSna] awod||opA

sjuelb |1I9uno)
10} }S09 3|qemojje ow 9 03dn yoieasay [esIpaNl MN

sjuelb |1I9uno)
10} 1S09 9|gemoj|e ow 9 o}3dn yoJeasay ueadoing

ajnjisu|
puny pajesipap ow g 0} dn |eaipay saybny piemoH

sjuelb (81Z '99S) Juswalinbay
10} }S09 9|qemojje ow g} 03dn $S399Y 21|qnd HIN

Buipung poluiad Aejaqg Japun4

S3I21|0d SS9929Y 21|qnd |euonjeutaju| Jualing
uey) Juabullg sso si Juswalinbay HIN 9yl




47

Jsysiignd«—ioyiny
Isysiignd«—ioyiny

Jaysiiand<—Joyiny

Jaysiiand<Joyiny

Jsysiignd«—ioyiny

b1y surejay soyny

Jaysijand«—ioyiny
Jaysijand«—ioyiny

$S922Y

Jsysiignd<—Joyiny
Jaysiignd<—Ioyiny

Jaysliand—ioyiny
Jaysiiand«—ioyiny
1aysljand—ioyiny
Isysijand—Joyiny

1aysljand«—ioyiny
1aysliand«—ioyiny

$S922Y

9|eg Joy saidon Buinquisig
Jgysuel] Joy saidon Bunnquisig
SOAIYDIY 190

0} sjduosnuepy Jo sopIuy Bunysod

OINd 0} spund HIN wouy
Bursuy 10N sejoily paysiiand Bunisod

OINd 0} spuny HIN wouy Buisly
S9|DINY paysliand sJaysiignd bunsod
syjuow g Jaye DN 01 syduosnuepy
sJoyiny papunj-HIN Buiisod

SYIONA @AIjeAlaq Buuedald

s9|0Ily Buonpolday

syybuAdon

dlignd J18pun  dlqnd alojeg

panissald SI Siaysijgnd ayj o} spybuAdon 1ayjo ||y JO 48jsuel|

'SYJUOINl Z | 194V Ajjes1uoa3oa|g 3sod 03 3ybiy aAISn|oxd
-UON ‘papiwi] salinbay AjuQ Aoijod ss999V 21jqnd HIN




48

sjuswijeal} mau Jo A1onoosIp
ay} pue ssaiboid olynusios pides aiow bulnsug

oljojuod
S)l Jnoge suoIsioap d1bajels ayew 0} a|ge Jayeq
pue a|qejunoooe pue jualedsuel) aiow HIN Buen

uoljew.ojul o1ipuaIos
JO pldlom payiomiau pue pasim Ajjeqojb e Jo 1xajuod
3y} Ul y)leay pue a0ualds ajowoid 0} JUsW)SaAUl
HIN 3y} 0} Abojouyos} uonjewoul sz bulAiddy

Juswisanul Jakedxe)
jo uol||iq £z$ Alybnol Juasaidal pue ‘Jeak yoes spuny
HIN wouy asue jeyy sajoipe jeuinol 000‘08 INoqy

ayels Je si Jeym



49

‘9)e)SIW 2110]SIY B 8 P|NoM Mou
Aeme ssaooe siy) 9ye) 0| ‘aseasIp
1equiod pue AIanoosIp a)els|e0oe

0] S|00} Mau |nPamod jsow Jno Jo
auo sapinoid sesegelep uoneuw.oul
O1JIJUSIOS JO PlIOM PajoSuUUoISIUl UE
0] SS920V 2l|gnd ey} uoiuido Aw si |




50
Mr. BERMAN. Ralph?

TESTIMONY OF THE HONORABLE RALPH OMAN, PAVEL PRO-
FESSIONAL LECTURER IN INTELLECTUAL PROPERTY LAW
FELLOW, CREATIVE AND INNOVATIVE ECONOMY CENTER,
THE GEORGE WASHINGTON UNIVERSITY LAW SCHOOL,
WASHINGTON, DC

Mr. OMAN. Mr. Chairman, Mr. Coble, Chairman Conyers, Mem-
bers of the Subcommittee, it is great to be back here after a short
break of 15 years.

I appear today as the former Register of Copyrights, rep-
resenting, as I always have, the public interest.

I don’t have a dog in this fight, financial or otherwise. I teach
copyright law, as you mentioned, at George Washington University
Law School. I do not represent any of the parties. But I am like
an old fire dog. When the bell rings, I come out running in the de-
fense of the copyright system.

You have my formal written statement and this afternoon I
would like to elaborate on one or two basic points.

My written statement gets into the policy issues, which my fellow
colleagues at the witness table will get into in greater detail.

My basic concern about the new NIH public access proposal is its
dilution of the rights of the copyright owners. In my opinion, it will
destroy the commercial market for scientific, technical and medical
journals.

If the publishers go out of business because of this new NIH pub-
lication policy, we will lose a very valuable professional resource for
scientific advance.

With plummeting sales, how could the STM publishers possibly
stay in business?

The dramatic evidence of scientific advances that Dr. Zerhouni
made reference to, they are breathtaking, but, in my opinion, they
are not in any way threatened by greater respect for the rights of
the copyright owners.

The NIH policy, in fact, should change in a way that respects the
spirit and letter of the copyright law. In that way, we could achieve
the basic constitutional purpose of copyright, and that is to pro-
mote the progress of science and advance learning and, in that
way, reach a broad audience for these extremely important manu-
scripts that are produced with the funding of the National Insti-
tutes of Health.

On a very narrow point, Mr. Chairman, I think that, in many
ways, the controversy that we are dealing with today is based on
a misreading of Section 218 of the appropriations legislation.

With the expert Subcommittee’s guidance here today, I hope that
the NIH will reconsider the basic underpinnings of its proposal and
draft new regulations that are true to the congressional mandate.

Please let me explain. When drafting legislation, Mr. Chairman,
Congress doesn’t waste its breath. When it adds a provision, it
adds a provision for a reason.

The Appropriations Committee deliberately added the public ac-
cess language in Section 218 of the bill, then it refined and clarified
that language and added a very important limitation.
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It added a proviso that required the NIH to implement its public
access policy “in a manner consistent with copyright law.” The NIH
argues that the addition of that language is surplusage, that it
doesn’t have any meaning, that Congress just as easily could have
left it out, because the NIH policy, in the director’s opinion, is con-
sistent with copyright law.

I disagree on that assessment, as I note in my written statement.

What Congress was telling the Director to do was different. You,
Congress, were telling him to figure out a way to accomplish Con-
gress’ public access objectives in a way that respects copyright.

He has many ways to do that. Let me give you one example of
how he might do so.

He could require submission of the peer reviewed manuscripts to
the National Library of Medicine for security and archiving pur-
poses and for the internal review and use of the NIH experts.

For those copyright owners, and there are some, if not many,
who agree to free public access, he could allow the publication of
their manuscripts on the PubMed Central Web site after a 12-
month period.

For all other articles, those developed with NIH funding, the Di-
rector could instruct PubMed Central to provide links, with a brief
summary to the publisher’s Web site, instead of as apparently they
are doing now, where the public could gain immediate access to all
of these manuscripts.

That revised policy would fulfill Congress’ desire to have all of
the government-funded articles publicly available within 12
months, without running roughshod over the rights of the copy-
right holders.

I repeat, the appropriations legislation does not say free public
access within 12 months. It just says public access. I think the di-
rector may have misunderstood the congressional mandate.

To me, it seems far more likely that Congress will achieve the
desired objective, which is the broadest possible dissemination of
peer reviewed article manuscripts, under the current system. With
the strong copyright protection that we now have under the copy-
right laws, the private STM publishers will run the peer-to-peer
process. They will select the articles.

They will aggressively market those journals to libraries and
other research institutions, both foreign and domestic.

The current system lets the publishers bring their professional
judgment and expertise into the process and ensures high quality
scholarship.

Paid subscriptions keep the current system perking along, with-
out intrusive government involvement and without an infusion of
funds from the government, to support the work that is now done
by the publishers.

If the NIH provision is fully implemented, it will almost certainly
end this self-policing and self-financing system and get the Federal
Government deeply involved in the STM publishing business.

Mr. Conyers’ bill, Chairman Conyers’ bill will get the NIH back
on track and will prevent other Federal agencies from wandering
down the same counterproductive path. I urge its early passage.

Thank you, Mr. Chairman, for having me back. I would be
pleased to answer any questions.
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Mr. Chairman and members of the Subcommittee. It is a great honor to appear again
before this distinguished panel. It has been a few years since my last appearance.

Thank you for the opportunity to testify on this matter of importance to copyright
generally, and to the public, to the research community, to the authors of scientific,
technical, and medical articles, and to the publishers of STM journals. 1 would like to
focus on the larger policy issues that undergird the American copyright system and
discuss the proposal of the National Institutes of Health that requires recipients of NIH
research grants to effectively renounce copyright in their peer-reviewed article
manuscripts just 12 months after publication. T will also briefly mention the bill
introduced by Chairman Conyers that seeks to moderate the impact of the NTH proposal
in a way that will encourage the broadest possible dissemination of high quality, peer-
reviewed articles without running roughshod over the rights of authors and copyright
owners.

This hearing is important on another level. The language in the appropriations bill
that has given rise to this controversy was never vetted by the Judiciary Committee—the
committee with intellectual property expertise. With your scrutiny today, the
Subcommittee puts this narrow dispute in the larger context of the constitutional
mandate—to promote the progress of science for the public interest. Other than
celebrating the Judiciary Committee’s involvement, T will not comment on the wisdom of
legislating on appropriations bills. Into that Serbonian Bog I will not wade.

Instead, T simply applaud your decision, Mr. Chairman, to give a full airing of these
issues before your expert Subcommittee. They bear directly on the copyright policies of
our government and the incentives to authorship and publication under U.S. copyright
law. For reasons I will discuss, the NIH proposal seems short-sighted, counterproductive,
damaging to U.S. creativity, which this subcommittee fosters and safeguards, and
contrary to the NIH’s own interests in encouraging broad public dissemination of peer-
reviewed learned articles. The Appropriations Committee, to its credit, sensed that the
NIH proposal ventured into sensitive territory and added a very important proviso. That
proviso directed the NIH to “implement the public access policy in a manner consistent
with copyright law.” In my opinion, the NIH has fallen short of that dictate in several
respects, and, with this committee’s expert guidance, they should refine their proposal in
ways that are true to both the letter and spirit of the copyright law, and the essential
policies behind it.
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In this debate, three key questions must be answered. First, what policy will result in
the broadest dissemination of high quality, peer-reviewed scholarly articles? Second, is it
fair for the U.S. government to appropriate the value-added contributions of the private
STM publishers? And, third, is the NIH correct in its assumption that the STM
publishers will continue to publish their journals even if they lose 50 percent of their paid
subscriptions?

Many of my colleagues in academia recognize that the STM publishers perform many
vital functions in bringing these articles into the public forum. For one thing, they make
substantial investments in the peer-review process. While they do not as a general rule
pay the reviewers, the publishers hire in-house teams to support outside specialists.
These teams arrange and coordinate effective distribution, stay close to the academic
experts in the discipline personally and professionally, follow the literature, and engage
in on-going communications with the authors about the reviewers’ comments and the
incorporation of those comments into the manuscript.

In addition to the peer-review process, the publishers make judgments about which of
the manuscripts to publish, depending on their quality and the level of interest in the
research itself. They also edit the manuscripts and make them presentable for
publication.

My basic concern about the NIH proposal is that it will, sooner rather than later,
destroy the commercial market for these scientific, technical, and medical journals. 1If
this dark prophesy comes to pass, who, I wonder, will handle all of these expensive and
sensitive administrative details? Some of my academic colleagues are confident that this
change in the mechanics of scientific publishing will have little or no impact on the
private sector, and that it will remain as robust as ever, even if the NIH freely publishes
all of the NIH peer-reviewed article manuscripts shortly after private publication. Some
claim that they have “evidence” that STM publishing will continue to flourish. 1have not
seen that evidence. To me, it suggests an element of wishful thinking. In my
experience, Congress is normally reluctant to hang major legislative change in copyright
policy on the thin reed of wishful thinking. With the prospect of free copies available in
the near term, who in the face of experience and reality can reasonably expect that
subscribers to STM journals, faced with their own budgetary constraints and needs, will
not look with real favor on alternative free sources? Tcan’t. Ttis belied by common
sense. Certainly, many university and industry librarians will cancel their subscriptions
to these learned journals, with some estimates of a cancellation rate approaching 50
percent. With plummeting sales, how could the STM publishers stay in business? This
is a critical point, and one that this committee has a special sensitivity to. It really goes
to the heart of the matter, in terms of public policy.

It is a basic premise of copyright that the law is designed to benefit the public, not
reward authors or publishers. But, as James Madison wrote in the Federalist Papers, “the
public good fully coincides™ with the rights of authors and copyright owners. With that
admonition, we consider the NIH proposal. It seems clear that Congress would not want
the NTH free access policy to cause many or all of the private STM publishers to fade
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away. Of course, if fair market competition, or a change in the culture of academic
publishing, or costly overhead were eventually to drive the private publishers out of
business, so be it. It is one thing that they should suffer demise because of changes in the
marketplace, and it is another to be brought down by an ill-considered governmental fiat.
The NIH does not intend to perform any of the vetting, selection, and editing functions
now performed by the learned societies, by the professional organizations, and by the
STM publishers, and 1 doubt if Congress wants to increase their budget so they can take
on these additional responsibilities. So the question occurs: who is going to do it? 1do
not see replacements for the publishers raising their hands to volunteer. For this reason
alone, I question the wisdom of the NIH provision. And there are larger issues as well.
Experience teaches that as a general rule Congress prefers to keep the hairy snout of the
federal government out of the peer-review and manuscript selection process. We live in
an open society, and, with a weather eye on the First Amendment, we try to keep the
government at arms length from these delicate publication decisions, so as not to skew
the process.

That being said, the NIH provision brings back vivid memories of the debate we had
in 1980 with the Small Business and University Patent Procedure Act. In that debate,
Senator Russell Long, Chairman of the Senate Finance Committee, following the script
written by Admiral Rickover, the father of the nuclear submarine, argued in favor of
existing government policy—that patents developed with government research money
belong to the taxpayers who subsidize the research. Senator Bayh and Senator Dole
reasoned that the taxpayers would get a far greater return on their investment if we
instead facilitated private sector ownership and commercialization of the inventions,
putting these inventions to work for the people. We are about to celebrate the 30"
anniversary of Bayh/Dole, and no one is arguing for its repeal.

The same policy arguments apply in the NIH case. 1f the NIH succeeds in putting all
of the NIH-related peer-reviewed articles on its online database for free within one year
of publication, the private publishers will be hard-pressed to survive. To me, it seems far
more likely that the U.S. taxpayer will achieve the desired objective—the broadest
possible dissemination of the peer-reviewed article manuscripts—under the current
system. With the private STM publishers running the peer-review process, selecting the
articles, and aggressively marketing their journals to libraries and other research
institutions, both foreign and domestic, the current system lets the publishers bring their
professional judgment and expertise into the process and ensures high quality
scholarship. Paid subscriptions keep the current system perking along, without intrusive
gcovernment involvement, and without an infusion of funds from the government fisc. If
the NIH provision is fully implemented, it will almost certainly end this self-policing and
self-financing system and get the federal government deeply into the STM publishing
business.

Finally, Mr. Chairman, 1 would like to mention a few related issues. First, 1 wonder if
any of the manuscript articles that the NIH will publish contain preexisting materials that
the NIH researcher did not create and therefore does not own. Here, 1 am thinking of
charts, diagrams, photographs, and illustrations. Will the NITH commandeer the rights of
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those creators as well, or will it require the NIH researcher to clear all of those ancillary
rights as part of the “contract”. Today, of course, the publishers often help the author
clear these rights, including electronic distribution rights. Will the NIH undertake this
task if the publishers drop out of the picture?

Second, I wonder if the NIH proposal really serves our international interests. Our
trade negotiators are constantly fighting for strong intellectual property protection, which
is under siege in many countries around the world. I assume that some of the authors (or
at least co-authors) are foreign nationals, and would fall under the protection of the Berne
Convention. And I assume some of the impacted publisher/copyright owners are foreign
as well. As T will note in a moment, the NTH policy will seriously threaten the protection
of American authored and published works in foreign countries. This government edict
from the NIH, not promulgated “in a manner consistent with copyright law”, has a
crippling effect on the value of the copyright in these works. Some of my academic
colleagues argue that the Berne Convention has no relevance to the NIH policy. They see
it as a simple contract matter, and they note that the researchers get very valuable
consideration for their assignment of copyright to the NIH under the contract. Granted,
the researchers do receive a generous stipend, averaging $400,000, but that fact also
makes the whole arrangement suspect. To a serious researcher, an NIH grant is a matter
of life and death professionally. To claim that the assignment of the reproduction right is
“voluntary”--the product of a free market negotiation--strikes me as disingenuous.

In fact, the government involvement puts the NTH “contract” in a suspect category in
the Berne and TRIPs context. Itis not a private contract between commercial interests.
Let me draw a hypothetical. The U.S. motion picture industry is now permitted to exhibit
theatrically only 10 or so films per year in China. Suppose the government of China
were to offer the American film producers a deal: “If you sign a contract waiving your
reproduction right, we will allow you to exhibit 100 films a year.” The producers would
crunch the numbers and calculate the bottom line, even while complaining bitterly that
the deal is outrageous and clearly a violation of the spirit of copyright and the Berne
Convention. Nonetheless, they might conclude that on balance they would make more
money with the proffered deal than they now make with limited access to the huge
Chinese market. So, in the end, they might sign on the dotted line. Could the United
States take that “contract” to the WTO and press a claim under TRIPs that China is not
complying with its treaty obligations? I think so. The ensuing mass piracy of American
films in China would be a direct result of this unwaivering government action that
diminishes copyright, disguised as a “contract”. In any case, the NTH free access policy
is an unfortunate international precedent for a country like the United States, whose great
strength is intellectual property.

The NIH should reconsider the long term consequences of its proposal. The dedicated
researchers who benefit from the NIH grants take great professional pride in being
published in prestigious learned journals, all of which constitute a valuable and reliable
resource for future research. The NIH itself recognizes that “publication in peer-reviewed
journals is a major factor in determining the professional standing of scientists;
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institutions use publication in peer-reviewed journals in making hiring, promotion, and
tenure decisions.”

Despite some grumbling about high subscription prices, very few researchers,
academics, or librarians are suggesting that the journals have outlived their usefulness.
The STM publishers should be given the right to compete fairly in a changing
marketplace, in which they will innovate and have the opportunity to flourish on their
own merits, as long as their copyrights are protected. Congress should require the NIH to
demonstrate convincingly that their free access policy will not jeopardize the existence of
the STM publishers and the indispensable role they play in vetting and selecting peer-
reviewed articles. Absent that proof, the NTH should rethink their current policy of
involuntary assignment. Current law gives the NTH some discretion in implementing
their open access policy in a manner consistent with copyright. If the NIH do not amend
their policy, Congress should direct them to do so. The Chairman’s bill will allow the
publishers to continue publishing. It will preserve the STM journals as valuable
professional tools for scientific research, thereby promoting the progress of science. By
restoring the status quo ante, the Chairman’s bill will give the evolving free market a
chance to come to grips with the new online technologies without undercutting the
incentives that publishers have relied on for two hundred years. 1 would urge its
enactment.

I would be pleased to answer any questions.
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Mr. BERMAN. Ms. Joseph?

TESTIMONY OF HEATHER DALTERIO JOSEPH, EXECUTIVE DI-
RECTOR, SCHOLARLY PUBLISHING AND ACADEMIC RE-
SOURCES COALITION, WASHINGTON, DC

Ms. JosePH. Thank you, Mr. Chairman, and especially Chairman
Conyers. Thank you for the opportunity to testify today on this pro-
posed legislation.

I am speaking today on behalf of SPARC, the Alliance for Tax-
payer Access, and the Association of Research Libraries, and I am
here today because these organizations represent the end users
who currently benefit from access to the works that would be af-
fected by this legislation.

SPARC and ARL represent libraries, which are the customer
base of the journal publishing industry. As you heard earlier,
SPARC also coordinates the Alliance for Taxpayer Access, which is
a very active coalition of patients’ advocacy groups and other orga-
nizations who are dedicated to ensuring that the public receives ac-
cess to the results of research funded using taxpayer dollars.

I am also here, as you heard, because I spent 15 years as a jour-
nal publisher. And I am here for a third reason. I am here as a
mother and as a member of the public, who has an abiding interest
in the results of the research that my tax dollars help to support.

I would like to express my serious reservations about this pro-
posed legislation and particularly the negative impact that it would
have on the availability of vital health care information by over-
turning the crucially important NIH policy.

U.S. taxpayers underwrite tens of billions of dollars research
each year and the sharing of this research is an essential compo-
nent of our collective investment in science. Yet, despite the fact
that we have paid for this research, members of the public fre-
quently cannot access these findings, because they simply can’t af-
ford to subscribe to all of the journals in which they are published.

This is why the organizations that I represent today have sup-
ported efforts such as the NIH. Opponents of the policy have ex-
pressed a variety of concerns, but chief among the concerns is the
fear that the policy will create a resource that will compete with
journals.

The concern is that their primary customer, the library commu-
nity, will view the availability of an author’s manuscript in
PubMed Central as an adequate substitute for subscribing to a
journal and, as a result, cancel subscriptions.

This fear is unfounded.

First, the current policy is a compromise that contains safe-
guards against this happening. Authors are required to deposit
only the final accepted manuscript, the raw word processing file,
not the final copy edited and copyrighted version that will ulti-
mately appear in the journal.

Second, the policy allows an embargo period of up to 1 year be-
fore a manuscript becomes available. In the fast-moving world of
biomedical research, information after 1 year is old.

Finally, few, if any journals publish only research articles that
have resulted from NIH funding. The vast majority of journals pub-
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lish articles resulting from other funding sources, along with re-
view articles, commentary and other value-added material.

As a publisher, I have worked for organizations who have volun-
tarily deposited their content into PubMed Central. One, the Amer-
ican Society for Cell Biology, has made the research articles from
its journal available on PubMed Central, with only a 2-month em-
bargo period, since 2001.

The society puts, also, all of that journal’s content into the data-
base, not just the fraction supported by the NIH funding. Yet, the
revenue generated by that journal has continued to increase since
2001 and the number of articles downloaded from the society’s Web
site has increased, as well.

And the ASCB is not alone as a publisher experiencing these re-
sults. Several hundred other journals have similar policies listed on
the PubMed Central Web site. None would do so if their revenue
was threatened in any way.

Finally, as a mother and as a member of the general public, the
NIH policy addresses a very real need. The information contained
in the PubMed Central database is crucial health-related informa-
tion that can make life and death differences in the lives of the
public.

Currently, the database contains more than 27,000 articles on
malaria, 50,000 on AIDS, and more than 77,000 on diabetes re-
search. It is a vital resource for individuals looking for health care
information.

And I know this personally, because when my 5-year-old son was
diagnosed 9 weeks ago with autoimmune insulin-dependent diabe-
tes, I did what is now routine. I got out, I Googled every piece of
current information that I could find.

I did this from home, and I did it at 3 o’clock in the morning,
the night we got home from the hospital, desperate for information
that could reassure me that there was something I could do besides
wake my child up twice a night to check his blood sugar for signs
of hypoglycemia.

I found a 2008 study of continuous glucose monitors that rated
parent and patient satisfaction in the prevention of these nighttime
lows. Notably, the study that was available was the author’s final
manuscript that had been posted 1 month before, available solely
because the NIH policy was in place.

The policy strikes a careful balance between increasing access to
the literature and respecting the concerns of the publishers by op-
erating within the current copyright structure. The NIH policy in
no way conflicts with U.S. copyright law.

The agency receives a nonexclusive license from the researchers
they fund, who retain their copyright and are free to enter into
publication agreements with journals, subject to the standard Fed-
eral purpose license.

The Fair Copyright in Research Works Act would overturn this
important and much needed policy by prohibiting agencies from
making the results of their research available in the way they
choose to the public.

This bill would significantly inhibit our ability to advance sci-
entific discovery. The legislation is not in the best interest of the
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taxpayers who fund the research, the scientific community, or the
public who relies upon it.

Thank you once again for the opportunity to testify.

[The prepared statement of Ms. Joseph follows:]

PREPARED STATEMENT OF HEATHER DALTERIO JOSEPH

Statement of
Heather Dalterio Joseph

on behalf of the
Scholarly Publishing and Academic Resources Coalition (SPARC)
Alliance for Taxpayer Access

Association of Research Libraries

Before the
Subcommittee on Courts, the Internet, and Intellectual Property
Committee on the Judiciary
Regarding H.R 6845, the Fair Copyright in Research Works Act
September 11, 2008
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Chairman Berman, members of the House Judiciary Subcommittee on Courts, the
Internet and Intellectual Property, and especially, Chairman Conyers - thank you for
the opportunity to testify today on H.R. 6845, the “Fair Copyright in Research Works
Act.” 1 serve as the Executive Director of the Scholarly Publishing and Academic
Resources Coalition (SPARC) and also as the Coordinator of the Alliance for
Taxpayer Access (ATA). [ am also speaking today on behalf of the Association of

Research Libraries.

I am here today because SPARC, ARL, and ATA represent a large number of the
users who currently rely on and directly benefit from access to the works that would
be affected by this proposed legislation. I am also here having spent fifteen years as a
publisher in both not-for-profit and commercial publishing organizations. And finally,
I am here as a mother and as a member of the public, with a deep and abiding interest

in the results of the research that my tax dollars help to support.

I would like to express my serious reservations about this legislation, and particularly
about the negative impact it would have on the advancement of scientific research and
on the availability of vital health care information for millions of Americans by

overturning the crucially important National Institutes of Health’s Public Access
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Policy.

SPARC, a membership organization of more than 225 college and university libraries
in the U.S, is dedicated to working collaboratively to expand the dissemination of the
results of scholarly research by leveraging the vast new opportunities presented to the
academic community in the networked digital environment. ARL represents 123
research libraries in North America. As academic and research libraries, we represent
the customer base of the journal publishing industry, providing the majority of the

subscription income received by these publishers.

SPARC also serves as the coordinating organization for The Alliance for Taxpayer
Access, an alliance of more than 80 libraries, universities, patients advocacy groups,
consumer groups, and student organizations who are dedicated to ensuring that a
specific subset of scholarly research - specifically the results of research that has been

funded using taxpayer dollars - is made freely and rapidly accessible to the public.

U.S. taxpayers underwrite tens of billions of dollars of research each year, and the
widespread sharing of the results of this research is an essential component of our

government's investment in science. It is only through the use of these findings that
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funders - and, by extension, taxpayers — obtain value from their investment. Faster and
wider sharing of knowledge fuels the advancement of science and accordingly, the
return of health, economic, and social benefits back to the public. This is why 33
Nobel Laureates have written in strong support of the NIH Public Access Policy. That

letter is included in my written statement.

Yet, despite the fact that the public has paid for this research, colleges, patients,
physicians, researchers, and other members of the public frequently cannot access
taxpayer-funded research findings because they simply cannot afford to subscribe to

all of the journals in which these findings are published.

As the Executive Director of SPARC, I see libraries face this access issue on a daily
basis. Even the most well-funded, private university libraries can not afford to
subscribe to all of the journals they would like to provide their students. This
situation is exacerbated by the continued rapid escalation in price of journal
subscriptions, which puts libraries in the position of having to cancel subscriptions.
Libraries now routinely find themselves in the position of paying more and more
money only to be able to provide their patrons — students, faculty, researchers — with

access to less and less.
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This is why the organizations that I represent today have enthusiastically supported
efforts such as the NIH’s which are designed to break this logjam. The NIH Public
Access Policy is a simple, effective, and carefully balanced Policy. It requires that all
investigators funded by the agency submit an electronic version of their final peer-
reviewed manuscripts to PubMed Central (PMC), the online archive of the National
Library of Medicine, to be made publicly available within twelve months of

publication, and in a manner consistent with copyright law.

The policy is designed to create a broadly accessible, permanent archive of the results
of NIH-funded research in order to advance the conduct of science and enharnce the
agency’s accountability to the public. In short, this Policy ensures that the U.S.

taxpayers are able to benefit fully from the research that they have underwritten.

During the extensive public comment periods and discussions that have taken place
over the past four years, opponents of the policy have expressed a variety of concerns.
Chief among them has been the fear that the policy would create a resource that is
competitive with journals, and would ultimately damage publisher revenues. The
concern is that their primary customer — academic libraries — will view the availability

of an author’s manuscript in PubMed Central as an adequate substitute for subscribing
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to a journal, and will, as result, cancel subscriptions in large numbers. There are

several reasons why this fear is unfounded.

First, the current NIH Public Access Policy is a compromise policy that contains
safeguards against this happening. Authors who receive NIH funding are required to
deposit only their final accepted, peer-reviewed manuscript - the raw, word-processing
file —into PubMed Central, rather than the final, copyedited, formatted, enhanced --
and copyrighted -- version that will ultimately appear in the journal. The final articles
with these value- added features remain solely the publishers to distribute and sell as

they choose.

Second, the NIH Policy allows an embargo period of up to one year before a
manuscript becomes publicly available. In the realm of the extremely fast-moving,
crucial biomedical research funded by the NIH, information, after one year, is already
old. The value in the articles resulting from this research lies largely in their

immediacy.

Finally, there are very few, if any, journals that publish only research articles that have

resulted from NIH funding. The vast majority of journals publish articles resulting
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from other funding sources, along with review articles, editorial material,

commentary, and other value added material.

The findings of recent studies have supported the use of these safeguards. In a 2006
report commissioned by a publishing organization, the Association of Learned and
Professional Society Publishers (ALSP) surveyed librarians to determine what factors
would prompt them to cancel journal subscriptions.' The report concluded that
“availability of content via delayed open access was not an important factor
in journal cancellations.” Specifically, they noted that for availability of material in
an archive such as PubMed Central to become a factor in subscription cancellation:
1. The embargo has to be very short. 82% of librarians surveyed noted it had to
be 3 months or less, and for 92% it had to be 6 months or less;
2. The raw manuscript, or preprint, is not a substitute for the journal only 9%
saw access to a preprint as an adequate substitute and
3. Completeness counts — 75% of librarians said the archive would have to
contain over 90% of a given journal’s content before it became a factor in

considering cancellation.

The library community does not view this policy as a chance to save money by cutting

subscriptions to biomedical journals — but rather as an important opportunity to
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supplement our journal collections by providing access to additional material that we
would not otherwise be able to provide to our patrons. And importantly, libraries
strongly support NIH’s role in preserving this biomedical literature for future

generations of users.

As a publisher, [ have seen first hand that the experience of organizations who have
voluntarily participated in depositing materials into PubMed Central supports this
survey. As adirect example: The American Society for Cell Biology (ASCB), where
I served as Publishing Director, has made the research articles from its journal ,
Molecular Biology of the Cell, available on PubMed Central just two months after
their publication since 2001. Additionally, the society puts all of the journal’s content
into the database, not just the fraction supported by NIH funding. Despite this, the
revenue generated by Molecular Biology of the Cell has increased steadily since 2001.
Participation in PubMed Central actually resulted in an increase in the number of
articles downloaded from the society’s website, increasing the visibility of the journal

and the papers published there.

The ASCB is not alone in this experience. There are several hundred other journals

also voluntarily depositing content into PubMed Central (see list at



68

if it threatened their core business in any way.

Finally, as a mother and member of the general public, the NIH Public Access Policy
addresses the public's rising interest in self-education on health matters and need to
see the results of their extensive investments. The information we are talking about
today is, after all, generated by a public agency tasked with protecting and improving
the public health. The information contained in PubMed Central is not esoteric
research of interest only to elite scholars. It is crucial, health-related information that
can make a life-or-death difference in the lives of the American public. As of today,
the NIH database contains more than 27,500 articles on malaria, 50,000 on AIDS,
41,000 on HIV, 5,000 on health disparities, 2,000 on disadvantaged populations and
more than 77,000 on diabetes research. This is a vital resource for individuals looking
for health care information at any time of the day, from anywhere, any day of the

week.

When my five-year-old son was diagnosed just nine weeks ago, with autoimmune,
insulin-dependent Type 1 Diabetes, I did what every member of the patients advocacy
groups I represent today predicted I would. I got online and looked for every piece of
current information I could get my hands on. I did this from home, at 3 in the

morning the night we got home from the hospital, desperate for information that could
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reassure me that there was something else I could do besides wake my child up twice
a night to check his blood sugar for signs of hypoglycemia. I found a 2008 study of
continuous glucose monitors, rating parent and patient satisfaction in the prevention of
nighttime instances of low blood sugar’. Notably, what was available to me was the
authors’ final manuscript, posted just one month before, available solely because of

the NIH public access policy. It was worth the world to me.

Besides serving the interest of the public as just described, the NIH policy also strikes
a careful balance between increasing access to the literature and respecting the
concerns of publishers, by operating within the current copyright structure. As noted
by 45 of law professors who specialize in copyright law, the NIH policy in no way
conflicts with U.S. copyright law. The agency receives a non-exclusive license from
the researchers they fund, who retain their copyright and are free to enter into
traditional publication agreements with journals or to assign these rights to anyone

they want, subject to the standard federal purpose license.

Unfortunately, the Fair Copyright in Research Works Act would effectively overturn
this important and much needed policy. By prohibiting agencies from making the

results of the research they fund public in the manner that they choose, this bill would
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significantly inhibit our ability to advance scientific discovery. This legislation is not
in the best interest of the taxpayers who fund the research nor the scientific

community and the public that that rely upon it.

Thank you once again for providing me with the opportunity to testify.

1.

2. Weinzimer, Stuart MD, ¢/o DirceNet Coordinating Center, Jach Center for Health Rescarch,
FreeStyle Navigator™ Continuous Glucose Monitoring System Use in Children with Type | Diabetes
using glargine-based multiple daily dose regimens: Results of a Pilot Trial,”
bttpwww pubmedeentral.nih gov/articlerender fooitamid=2363493,
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Mr. BERMAN. Thank you.
Mr. Frank?

TESTIMONY OF MARTIN FRANK, EXECUTIVE DIRECTOR,
AMERICAN PHYSIOLOGICAL SOCIETY, BETHESDA, MD

Mr. FRANK. Thank you, Mr. Chairman and Members of the Sub-
committee. Thank you for the opportunity to testify today.

As you noted, I am the executive director of the American Phys-
iological Society. I am also the coordinator of the D.C. Principles
Coalition, and I have also been a scientist researcher and an extra-
mural employee at the National Institutes of Health.

I have submitted testimony in support of H.R. 6846 and want to
highlight some of the issues raised in these comments.

H.R. 6845 will help ensure that the Federal Government does not
diminish copyright protections for journal articles in which private
sector publishers have made a significant value-added contribution.

By protecting copyright, the act will continue to provide incen-
tives for investment in the peer review process, which helps ensure
the quality and integrity of scientific research.

The APS is a not-for-profit society founded in 1887 and our first
journal, American Journal of Physiology, dates to 1898.

The D.C. Principles Coalition was founded in 2004 by not-for-
profit publishers, who believe in free access to science and who
make the full text of their journals freely available within the con-
straints of their business and publishing requirements.

The coalition is a diverse group comprised of 73 publishers. We
publish nearly 400 journals, ranging from top tier medical and re-
search to small niche publication.

Because we are so different, the coalition has always supported
its members’ desire to make their own decisions on when to make
their content freely available. Some opt for free access after 2
years, others after 2 months, because one policy does not fit the
needs of all publishers.

Many of the D.C. Principles Coalition members work with
HighWire Press, as noted by Dr. Zerhouni, the largest repository
of high impact peer reviewed scientific content, including two mil-
lion free articles.

Coalition members also provide access for scientists in the devel-
oping world by participating in WHO initiatives, such as HINARI
and Agora.

Patients can get access to our journals via patient request links
and through Patients Informed, a publisher initiative designed to
provide patient access to research articles and commentaries rel-
evant to their medical conditions.

As scholarly publishers, it is our mission to maintain and en-
hance the independence, rigor and trust, and the visibility that
have established our journals as reliable filters of information ema-
nating from basic and clinical research.

We do so through the peer review process that evaluates the
strengths and weakness of submitted manuscripts, selecting those
that meet the journal’s high standards for publication.

Some say that funding agencies have rights to the articles writ-
ten by their grantees. While the agencies pay for the research, the
publisher bears the cost of peer review and publishing.
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Articles should not be taken from those of us who have invested
heavily in their creation. By imposing a mandatory policy without
oversight by responsible congressional Committees, NIH has dimin-
ished a basic principle under copyright, namely, the right to control
the distribution of the works we publish.

The NIH could have provided access to its funded research with-
out diminishing copyright protection. It could have followed Con-
gress’ direction under the America Competes Act, which authorized
NSF to provide access to research reports and summaries, as well
as citations to copyrighted articles, rather than the articles them-
selves.

Alternatively, it could have worked with publishers to provide ac-
cess through existing links associated with journal article abstracts
posted on PubMed.

Under the mandatory policy, NIH has become a publisher. It has
created a platform that competes with not-for-profit and commer-
cial publishers alike. It takes the article from the publisher after
it has done the heavy lifting of validating the science through the
costly and time-consuming peer review process.

NIH’s next step is to enhance this content further by linking it
to databases and resources not readily available to small pub-
lishers.

As PubMed Central becomes an increasingly valuable and sin-
gular resource, as envisioned by Ms. Joseph, it becomes more likely
that journal subscribers will opt to access articles from NIH’s Web
site rather than the journals. This will lead to subscription can-
cellation, as suggested by studies discussed in my written testi-
mony.

We are gravely concerned that the funding base of some journals
may be eroded to the point where they can no longer adequately
serve their scholarly communities. Some may be forced to increase
their author fees, at a time when funding for research is shrinking.

As a result, researchers will be disadvantaged, in one case, by
having less freedom to choose where to publish or what community
to reach, and, in the other, failing to have adequate resources to
fund research designed to develop treatments and cures for disease,
as author fees eat away at the research dollars provided by Con-
gress.

Thank you for hearing my testimony. I would be pleased to an-
swer your questions and respond to issues raised by the other pan-
elists.

[The prepared statement of Mr. Frank follows:]



73

PREPARED STATEMENT OF MARTIN FRANK

Testimony
Martin Frank, Ph.D.
Executive Director, American Physiological Society

Coordinator, DC Principles Coalition

September 11, 2008 at 1:00 pm
Subcommittee on Courts, the Internet, and Intellectual Property
Hearing on the Fair Copyright in Research Works Act

Room 2141, Rayburn House Office Building



74

Chairman Berman, members of the House Judiciary Subcommittee on Courts, the
Internet and Intellectual Property, thank you for the opportunity to testify today on the Fair
Copyright in Research Works Act. My name is Martin Frank. I serve as the Executive Director
of the American Physiological Society (APS) and as the Coordinator of the Washington DC

Principles Coalition for Free Access to Science (DC Principles Coalition).

The American Physiological Society is a not-for-profit society with over 10,000
members. The Society was founded in 1887 and published its first journal, the American
Jowrnal of Physiology in 1898. At present, APS publishes 14 journals that are available online
and in print. APS was at the forefront of the online revolution, taking our first steps towards
digital publication of content starting in 1993, even before the advent of the World Wide Web.
At present, the Society publishes approximately 4,000 articles annually, making them all freely
available after 12 months from our online journal site at HighWire Press. The Society made this
decision in 2000 without government intervention because it served our members. Itis a
decision that we can modify should 12 months prove disadvantageous to the Society’s business
model. We were able to make the decision because the Society controlled copyright on the

articles and we had subscription revenue to support the necessary infrastructure.

The DC Principles Coalition was founded in March 2004 to represent the concerns of
not-for-profit publishers, who believe in free access to science and who make the full text of
their journals freely available within the constraints of the publisher’s business and publishing

requirements. Many of the DC Principles Coalition members disseminate their research journals
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through private sector initiatives such as HighWire Press. HighWire, a division of the Stanford
University Libraries, hosts the world’s largest repository of high impact, peer-reviewed scientific
content. HighWire currently hosts 1171 journals from more than 140 scholarly publishers. These
journals collectively have published 4,831,190 full text articles to date. The majority are indexed
by Google, and nearly all the life sciences research abstracts are indexed in PubMed along with
live links back to the journal article. This feature extends to all research articles published by
these journals, not just those funded by the government. Moreover, nearly 2 million of these
articles -- 1,933,209, to be exact -- are freely available today. HighWire publishers produce 71 of
the 200 most-frequently-cited journals and offer readers enhancements such as links to databases

available from NCBI as well as links to referenced articles from other participating journals.

From the beginning, we have said that scholarly publishers are a diverse group and one
size does not fit all. At present, the DC Principles Coalition is comprised of 73 not-for-profit
publishers responsible for the publication of nearly 400 journals. The societies themselves have
over 700,000 individual members. Together Coalition members publish nearly 100,000 articles
annually of which approximately 20% are based on research funded in whole or in part by the
National Institutes of Health. However, there are a number of journals, including those of the

APS, for which the NIH funded content is 50% or more.

On behalf of the 10,000 members of the APS and the 73 not-for-profit publishers of the
DC Principles Coalition, I would like to express my strong support for the Fair Copyright in
Research Works Act. By protecting copyright, this bill preserves the current incentives for the
continued investment in the peer review process that is essential for the quality and integrity of

scientific research. It does so by ensuring that the federal government does not diminish
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copyright protections for scientific journal articles in which private sector publishers have made

a significant value-added contribution.

The DC Principles Coalition members readily acknowledge the benefits of widely
disseminating the results arising from the research published in our journals, whether the
research is publicly funded or not. That is why we have all moved to online distribution of our
complete journal content. That is also why we make it available freely after an embargo period.
We also recognize that there are those in the developing world who have difficulty accessing the
scientific literature and for that reason we arrange to distribute our content through such World
Health Organization initiatives as HINART and AGORA. Coalition members also participate in
PatientInform, an initiative designed to provide patient access to research articles along with

interpretations and commentaries that are relevant to their medical conditions.

Mandatory requirements like those implemented by NIH undermine scholarly
publication. Copyright protections have spurred the investments and infrastructure needed to
maintain a robust and thorough pre-publication peer review process in the digital age. These are
costly endeavors, and if publishers cannot recover their costs, the quality of our journals will

suffer to the detriment of our members” science.

As scholarly publishers, it is our mission to maintain and enhance the independence,
rigor, trust, and visibility that have established our journals as reliable filters of information
emanating from basic and clinical research. This is a key feature of the partnership between
scholarly societies and their members. Qur common goal is to advance science and patient care

by ensuring that research meets the highest standards. The government undermines our
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publishing activities when it diminishes one of our most basic rights under copyright — namely,

the right to control the distribution of the works we publish.

The Fair Copyright in Research Works Act will help ensure that the federal government
does not diminish copyright protections for peer reviewed articles and the valuable publications
in which they appear. Publishers add value after the government funded experiments are
completed and often times to manuscripts written years after the research grant has ended. In the
digital age, publishers are the ones who underwrote the development of special software and
provided platforms for the online manuscript submission systems that are at the front-end of the
peer review process and the staff to run it. Journal editors, who are supported by the publisher,
use their expertise to identify knowledgeable scientists who can to serve as peer reviewers to
determine whether the manuscript meets the high standards set for publication in their journal.
Reviewers are asked to evaluate the strengths and weaknesses of a manuscript, including its
experimental protocol and data interpretation. It serves as part of science and the scientific
process itself, helping to advance research and ensure the validity of clinical applications.
Consequently, not all manuscripts are accepted for publication, keeping standards high and

benefiting the public.

Accepted manuscripts are then moved to the journal staff responsible for coordinating
and managing the copyediting and formatting of the manuscript, the redrawing of figures to
make them suitable for publication, and its printing and electronic dissemination. The value
added by publishers also includes correcting technical errors, ambiguous wording, or ethical

questions that are identified during the production process.
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Non-profit and commercial publishers invest hundreds of millions of dollars every year in
the peer review, editing, disseminating, and archiving of scholarly articles as well as the creation
of unique journal identities. This is something that researchers and funding agencies alike rely
upon in order to make critically important professional judgments. Peer review, which ensures
the quality and integrity of research articles, is at the heart of this process and of scientific
communication. Copyright provides the incentive for publishers to continue to invest and
innovate in peer review publishing and the development and continuation of journal identities

because it is critical to our ability to protect our journal articles and recoup our investments.

The copyright protection that journal publishers receive when they agree to publish a
manuscript allows the journal and the Society to continue to do the important work required to
further science. The Fair Copyright in Research Works Act will help ensure that copyright
protections for research works remain in place, helping to protect the revenue needed to advance

science and support our scholarly communities.

Because the NIH mandate in effect reduces copyright protection for publications to only
one year, it risks undermining the revenue stream derived principally from subscriptions, that
enables publishers to add value to research articles and to enhance readers’ ability to discover
and use scientists’ work. As the number of full-text articles based upon NIH-funded science in
PMC increases, concern grows that current journal subscribers will access the text from that
website, rather than from the journal’s own online site. Over time, this is bound to cause
subscription cancellations. If publication costs cannot be recovered through subscriptions,

journals will try to recover them through author fees or similar mechanisms that would reduce



79

funds available for research by amounts much greater than the cost of subscriptions. We are
gravely concerned that the funding base of some journals may become eroded to the point where
they can no longer adequately serve their communities and will be forced to implement or
increase their authors’ fees at a time when funding levels are shrinking. In both cases,
researchers are disadvantaged — in one case by having less freedom to choose where to publish,
or what community to reach, and in the other, failing to have adequate resources to fund research

designed to develop treatments and cures for disease.

Since the NIH Public Access Policy applies only to NIH grant holders, some journals will
be impacted more than others. Many journals have over 50% of their articles reporting on NIH-
funded research. The majority of these journals are published by non-profit publishers. Journals
with a higher proportion of articles reporting on NIH funded research are more likely to lose
subscriptions when the material is made available for free on the NIH website. If the NIH policy
were applied to other federal agencies, the number of articles reporting on federally funded
research would increase, thereby raising the threat. Journals that are published less frequently
will also suffer greater exposure as fewer issues would be missed in a twelve month period.
When faced with the choice of subscribing to a journal or waiting twelve months for free access,
some subscribers will cancel their subscriptions and wait or gain access to needed articles

through interlibrary loan or pay per view.

The findings of several recent studies lead publishers to believe they could be harmed by

the mandatory NIH policy.
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The Publishing Research Consortium (PRC) commissioned an independent study of how
decision making factors such as embargo period and article version would affect librarians’
cancellation of subscriptions. The survey reported that a significant number of librarians
would be likely to cancel subscriptions when some of a journal’s peer-reviewed manuscripts
are available freely through open access. For example, with a delay of twelve months for
free access to 40% of a journal’s manuscripts, a large proportion (44%) of those surveyed
said they would opt for free content over a paid subscription. *

A study published by the Special Libraries Association found that in the life sciences, only
60% of an article’s usage takes place in the first year after publication. That means that 40%
of the usage of an article takes place after twelve months. In some fields such as physiology,
the “shelf life” of an article is even longer. For APS journals, which are free after 12 months
anyway, this means that we are still competing with PubMedCentral for traffic from

individuals who have the choice whether to subscribe or not.

A mandatory federal policy requiring these works to be made available for worldwide

distribution is in inherent conflict with copyright, which provides publishers with the protection

needed to — 1) recover the costs of conducting peer review, editing, publishing, and archiving of

scientific articles; 2) create unique journal identities on which researchers and funders rely in

making critically important personal and professional judgments; and 3) continue to make the

substantial investments in new technologies to speed distribution, broaden access to and archive

and protect research results, thereby helping to advance scientific progress.

! Self-Archiving and Journal Subscriptions: Co-existence or Competition? at www.publishingresearch.org.uk
2 Tenopir & King, Towards Electronic Journals, Special Libraries Association, 2000, pg 189.
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The dissemination of publicly funded research is possible without diminishing copyright
protections. The National Science Foundation (NSF) has been directed by Congress, under the
America Competes Act, to provide access to government funded research in a way that does not
conflict with copyright principles. Under that approach, NSF will provide access to the research
reports, summaries of journal articles, and citations to the copyrighted articles. HR ~ will
allow the government to continue to disseminate research results, while ensuring that copyright

protections in private sector research works are not diminished.

In conclusion, I strongly support the Fair Copyright in Research Works Act. This
important legislation will help ensure that the federal government does not diminish copyright
protections for scientific journal articles in which private-sector publishers have made a
significant value-added contribution. By protecting copyright for research works, HR ~ will
continue to provide incentives for private-sector investment in the peer review process which

helps ensure the quality and integrity of scientific research.

Thank you once again for providing me with an opportunity to testify and for considering
HR ___, the Fair Copyright in Research Works Act. Twould be happy to answer your questions

at this time.
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Mr. BERMAN. Thank you all very much.

I will recognize myself for 5 minutes to begin the questioning.

Dr. Zerhouni, let me start with you. You spoke about the Appro-
priations Committee’s concern about the lack of access to NIH sup-
ported research reports and data.

Let’s assume that both perspectives here are—both narratives
are valid. There needs to be greater public access, but it is impor-
tant to remember the incentives for publishers to provide peer re-
view and things they do.

Is the National Science Foundation policy, that apparently was
mandated by the America Compete Act that Dr. Frank spoke
about, is that a realistic and sensible middle ground, the informa-
tion, the summary of the research is provided to the public through
the database and other NIH means, but the journal article remains
subject to distribution by the publishers, the copyright owner?

Dr. ZERHOUNI. We do not believe so, and I will tell you why. I
think that peer reviewed articles are very important. The peer re-
view process is critical.

You cannot just have a self-reported scientific report of activities
under grants to replace the full effort that an author has to make
to understand all of the other literature, to write their publication,
submit their data.

And therefore, it is very important for us to understand that
what is key here is to have a database of the absolute final author’s
manuscript that is peer reviewed by his peers.

Is that going to damage peer review? Currently, Mr. Chairman,
NIH pays for peer review costs. We pay two ways. One, we allow
our grantees to pay $3,000 to $4,000 to the publishers for page
charges, reproduction charges.

We have never stopped that. We don’t intend to stop——

Mr. BERMAN. Say that again. The research grant includes

Dr. ZERHOUNI. Publication costs. We allow our grantees to pay
publishers who request that costs of page charges or reproduction
charges or figure charges. We do not prevent our grantees from
paying for those costs.

Mr. BERMAN. So when I made the comment in my opening state-
ment that several thousand dollars are only paid by the journals
to produce this peer review process, you are telling me that if I
looked further, I would find out that the researchers are passing
on the money, the grant money you provided them, authorized by
the terms of that grant, to the journal.

Dr. ZERHOUNI. We consider publication costs part and parcel of
the scientific process. We have always allowed those costs.

They are currently anywhere from

Mr. BERMAN. Is that happening?

Dr. ZERHOUNI. It is happening to the tune of probably $100 mil-
lion a year, anywhere between $80 million to $100 million.

Every grant that we give is, on average, $400,000. We allow up-
wards of $3,000 per year for publication——

Mr. BERMAN. Dr. Frank, is that your understanding of the way
it works?

Mr. FRANK. NIH does authorize, in their NIH grant policy state-
ment, that research dollars can be used to pay for publication costs.
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The problem is publication costs of $3,000 to $4,000 for an indi-
vidual investigator whose grant has already dried up and gone
away has to come out of the individual’s pocket or the university,
because many of the papers that are published are published post-
research funding.

Secondly, most authors, investigators, have the opportunity

to

Mr. BERMAN. In other words, the researcher may have been al-
lowed to do it, but

Mr. FRANK. But if he has got no money, he has got no money.

Mr. BERMAN [continuing]. In reality, he budgets like I do and
that money has been spent.

Mr. FRANK. That money has been spent.

Secondly, there are only a small portion of journal publishers
who charge $3,000 or $4,000 for open access.

For example, Dr. Zerhouni indicated that there are approxi-
mately 400 journals that deposit both NIH and non-NIH content
into PubMed Central. Of those 400 journals, about two-thirds of
them are traditionally referred to as open access publishers,
BioMed Central, Public Library of Science, and Dari, all of them
who charge authors for publication.

And the question really has to boil down to whether or not we
want to charge the author for publication and take dollars out of
their research grants, assuming the grant has not expired, or do we
want to have the user, the reader, pay for publication, which is the
subscription model that the vast majority of publishers use.

Commercial journals, for example, do not charge generally for
page charges for publication. They rely on the reader to extract—
to recover the costs associated with that publication process.

The other side of it is Ms. Joseph said she represents the library
community, and the library community is, of course, and has ex-
pressed itself with considerable concern about the cost of publica-
tion. And I have no argument with the cost of publication.

They say that the rate of increase has far outpaced inflation. But
the expansion of knowledge has also outpaced inflation and if one
looks at the total number of pages published and compare that to
subscription costs, one often finds that there is a parallel, more
science, more subscription costs.

Mr. BERMAN. Okay. My time has expired.

So I am going to recognize the Ranking Member for questions for
5 minutes.

Mr. Coble?

Mr. CoBLE. Thank you, Mr. Chairman.

Good to have you all with us, I will say to the witnesses.

Dr. Zerhouni and Ms. Joseph, what about the basic complaint
that Mr. Oman, Dr. Frank and members of the publishing commu-
nity make? That is, if NIH disseminates peer reviewed articles free
of charge 12 months after publication, do private publishers have
any incentive to initiate the peer review process and, therefore,
provide publication services?

And furthermore, if publishers are forced out of this business,
will the NIH fill the vacuum?
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Dr. ZERHOUNI. I would just like to point out the reality on the
ground, Mr. Coble. Currently, as you just heard, many journals
currently make available their authors’ copy almost immediately.

Many journals make the entire collection that they have avail-
able to the public within 12 months. I don’t know how that is okay,
on the one hand, but if NIH does it, it is not okay.

I don’t think you can say, on the one hand, it doesn’t damage the
economic model and, on the other hand, it is the end of the world.
That is our view, that the publication or making available after 12
months over and over has shown that the economic recovery has
already occurred.

Mr. CoBLE. Ms. Joseph, do you want to be heard?

Ms. JosepPH. I completely agree and I think that the evidence
that we have from the journal publishing community who have
made their manuscripts available at 12 months or shorter shows
that it is a perfectly viable economic model.

Again, this is biomedical information. This is time-sensitive stuff.
A year is old. We, as the library community, cannot cancel library
subscriptions in favor of waiting for some subset of this material
to be available in a database a year later.

The universities and colleges that we serve demand that we pro-
vide access to this. The situation that we are finding ourselves in
now, though, is paying more and more money year in and year out
to be able to provide our universities with access to less and less
information.

Mr. CoBLE. Mr. Oman, is there an inherent problem with the
Federal Government orchestrating the peer review and manuscript
selection process, if it comes to that, and would this responsibility
better be left to the private sector?

Mr. OmAN. It has been a longstanding U.S. government policy to
encourage the private sector to undertake these responsibilities out
of a consideration for the First Amendment, out of a healthy dis-
trust for the hairy snout of government being in these delicate and
sensitive publishing decisions.

And I don’t think that the National Institutes of Health are pre-
pared to or are capable of providing that type of detached evalua-
tion, those judgments that relate to publishing and the incorpora-
tion of peer reviewed articles without a considerable increase in
their manpower and at great expense to the taxpayer.

Mr. CoBLE. Thank you, sir.

Dr. Frank, it appears that APS has done a stellar job of pro-
viding its articles online within 12 months of publication.

Why do you think the voluntary compliance with the NIH policy
was so low in comparison, inspiring the present mandatory require-
ment?

Mr. FRANK. I think the voluntary plan that NIH instituted was
belabored with a somewhat cumbersome upload process and mixed
signals to the investigator community.

Invariably, mandatory is going to be heard much clearer by an
investigator than voluntary. I think, in general, the voluntary com-
munity, at least my community, actually didn’t think the program
was necessary, perhaps because, at least for my journals, we make
them available 12 months after publication, whether it is NIH or
non-NIH funded.
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The critical factor there, however, is that it has been my finan-
cial and business decision to make it available after 12 months and
should it not succeed, I can always roll it back to 18 months or 24
months.

With the NIH mandate and with the fact that, at least for the
American Physiological Society, which has about 50 percent of its
articles funded by the National Institutes of Health, they have es-
sentially told me that I cannot roll back my access period, my em-
bargo period, because they have a mandate and those articles must
be deposited.

Mr. CoBLE. I see my red light.

Mr. Chairman, I yield back.

Mr. BERMAN. The Chairman of the Committee is recognized.

Mr. CoNYERS. Thank you very much.

Now, first of all, I agree with you, Attorney Oman, but can we
use kinder language about NIH when you refer to the hairy snout
of government? Is there some other way, some terminology that
would make this kinder and gentler?

Mr. OMAN. Lipstick on a pig? I will consider revising the written
testimony.

Mr. CoNYERS. Thank you very much.

Mr. WATT. Does a donkey have a snout or is it just elephants?

Mr. CONYERS. I have some questions, you four are particularly
articulate and knowledgeable. This is a stunning hearing that we
only wish could have taken place before our other Committee,
which I now consider to be third ranking only to the Foreign Af-
fairs Committee, which I think now precedes it decided on the
issue.

But could we have a discussion amongst you in connection with
what you have heard and been impressed with about your other
three colleagues?

And I would like to start with Ms. Joseph to let us know what
your impressions are or any corrections you might want to suggest.

Ms. JosEPH. I think one item leaps out at me and that is the no-
tion of peer review and who pays for peer review, how peer review
is conducted and actually financed.

I think the impression is given sometimes that—or not the im-
pression is given—the statement is made that publishers make a
substantial investment in peer review.

Peer reviewers are volunteers. Peer reviewers are unpaid. Peer
reviewers are employees of universities, public universities, col-
leges, sometimes corporations. Their salaries are paid outside of
the publishing arena.

Publishers do make an investment in peer review, but it is in the
administrative coordination of sending an e-mail to notify a peer
reviewer that the peer review process needs to take place.

Peer review is a very important process, but I think we need to
be clear. Who does the work? It is the scientist. It is part of the
culture. It is a volunteer endeavor that scientists routinely perform
without compensation.

Mr. CoNYERS. Thank you.

Dr. Martin Frank, what would you add to this conversation?
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Mr. FRANK. I agree completely. Peer reviewers do it because it
is part of the culture of science, just like peer reviewers work for
NIH to review research grants.

The APS budget for publication, it costs us roughly $13 million
to publish 14 scientific journals, 4,000 articles per year. That is the
cost of my publications program.

Of that, about 20 percent of that cost is associated with the send-
ing of e-mails that Ms. Joseph has alluded to. We had to develop
and pay for an online submission and review system. We have to
support the editorial offices and associate editors that make the de-
cisions on who those peer reviewers will be and make the decisions
on whether to accept those papers, and I have staff within the APS
offices who manage the peer review process.

It is free when it comes to getting opinions. As we know, opinions
come cheaply.

Mr. CoNYERS. Boy, do we know that around here.

Mr. FrRANK. The opinions we solicit are those of knowledgeable
scientists who can assess the validity of the research that has been
submitted for consideration of our journals.

Mr. CONYERS. Dr. Zerhouni, you are not on the larger scale of
this discussion and I would—do you have some comments about
what your three fellow panelists have said here today?

Dr. ZERHOUNI. Yes. I think it is a very important issue that you
are dealing with, Mr. Chairman. I wish, actually, the Committee
had been more involved over the 4 years that this discussion has
taken place.

This is a fundamental issue and when you really think about
what is being said, I think we were misrepresented as the hairy
snout or whatever. We don’t want to do peer review, because peer
review is actually a volunteer activity.

We fund many of the researchers who do peer review through
NIH grants.

From my standpoint, I use $300,000 of taxpayers’ dollars for
every paper that NIH funds, 80,000 papers a year, $24 billion of
investment.

I have to make sure that, in the technology world of today, we
are not fragmenting the information to make the least use of that.
I have to maximize that for the benefit of science and the benefit
of health.

It seems to me that we are trying to be very consistent with
copyright law. Actually, the fact that we are talking about new leg-
islation means that we are consistent in some ways, since, if we
were not, it wouldn’t need new legislation.

But frankly, I think what you are dealing with here is not an
issue of economic impact. We don’t see the economic impact. It is
not an issue of peer review.

It is an issue of control of the property. And I think I understand
my colleagues’ concern about control of the property that is gen-
erated through $300,000 per paper contribution of the taxpayer.

That is the crux of the issue. My friend says control, control, con-
trol. Who controls? I think we are trying to get a sliver to maximize
the return on investment of our investment, because of the new
technologies.
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Basically, you wouldn’t want to make Google illegal so that you
can preserve newspapers. That is not what the world is about
today. If it wasn’t the case, we wouldn’t be pushing our

Mr. CONYERS. And finally, Chairman Berman has allowed me to
ask Mr. Oman for his final comment before I yield back my time.

Mr. OMAN. Thank you. Thank you, Mr. Chairman.

I have great confidence in the private sector and the ability of
the private STM publishers to respond to the challenges of the dig-
ital age.

If they keep in the picture, and they can only do that if they
maintain copyright control over their works, they will develop inno-
vative ways of reaching the public at large.

They will find a way of helping Ms. Joseph find an article free
of charge at three in the morning.

The technology is nuanced. They can develop special prices for
big corporations, for large universities, for foreign governments
that want access to information. They can have lower charges or
no charge at all for those that can’t pay the freight.

But we need this control. We need this, as was mentioned ear-
lier, we need the benefits accorded by copyright to allow the pub-
lislllers to continue to play their extremely valuable role in the dig-
ital era.

Mr. BERMAN. Just before I recognize Mr. Watt.

Dr. Zerhouni, be a little careful here. I assume your reference to
Google was not about its owned You Tube and the posting of copy-
righted works on YouTube, because you may be misjudging the
Committee’s feelings about some of those issues.

Dr. ZERHOUNI. I am sorry if ——

Mr. BERMAN. Some of the Committee Members’ feelings on that.

Dr. ZERHOUNI. My meaning is about new technology that is revo-
lutionizing the world and the preservation——

Mr. BERMAN. Well, there is a lot of new technology that is revolu-
tionizing—well.

Dr. ZERHOUNI. Fine.

Mr. BERMAN. It is this slippery slope you are down here.

Mr. Watt, you are recognized for 5 minutes.

Mr. WATT. Thank you, Mr. Chairman.

An extraordinarily fascinating hearing once again, with well bal-
anced and well articulated positions on both sides of this issue.

I take it that what we are talking about here, at least at this
hearing, is biomedical research, and so I have three questions that
I will ask and then I will get out of the way and welcome answers
from all of the witnesses.

First of all, how are we doing this in non-biomedical settings,
where the government has provided resources for research in de-
fense, technology, this area, that area, the Internet, all of this?

And second, is there a rationale, if we are handling it differently
in those areas, for setting a different standard for biomedical?

And third, is there something magic about 12 months? It sound-
ed to me like at least some of this is about whether it gets out
there in 12 months or 18 months or 24 months or 36 months.

Is there some way to compromise this along those lines? Those
three questions, please.

Dr. Zerhouni?
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Dr. ZERHOUNI. Well, obviously, as you know, when the govern-
ment supports an activity, there is no doubt that there is a govern-
ment use possibility there. It has always been there.

And the issue between biomedical and non-biomedical really has
to do with the public health impact and the timeliness of the infor-
mation.

Why 12 months? Most people will think 6 months is the right
amount of time. When somebody has a child, you don’t want to
wait for 6 months to know about the new treatment.

So that is the sensitivity. We felt, with the input of the pub-
lishers, that because they were already practicing the 12 months
in practice, making those papers available, that would parallel our
policy to that of the publishers.

So 12 months is not a magic number. It is really a compromise
number between what people believe the pace of science is versus
what publishers do in practice.

Mr. WATT. Mr. Oman?

Mr. OMAN. I think the basic premise is flawed. You asked about
government support of other activities. I suspect there would be a
cry of outrage if the projects that are funded by the National Insti-
tutes or the National Endowment for the Arts or the National En-
dowment for the Humanities somehow became vaulted into the
public domain after 6 months or a year.

That is not the way government grants normally operate. They
don’t destroy the copyright of the creator prematurely. They allow
the full term of copyright to run.

And in the circumstance of scientific, medical and technical jour-
nals, they are available immediately to the public upon publication
through the Web sites of the publishers.

I don’t know why there is some sort of assumption that they are
hidden from view until they are put online for free access by the
National Institutes of Health. That is not the case. They are avail-
able and they are used.

Mr. WATT. Ms. Joseph?

Ms. JoOsePH. I think there is a difference, a slight difference be-
tween biomedical science and other sciences. I would say that I be-
lieve, though, they shouldn’t be treated differently.

Humanities, yes, that is a different ballgame. Basic science,
bench science, research science, which is what this bill that we are
discussing today is actually aimed towards, I don’t think there is
a difference and I do think that if there is a standard being set by
the NIH, then other agencies should consider to hit that bar. It is
a good bar that has been set.

In terms of the timeframe, the 12-month number, again, wasn’t
a magic number that just appeared in the NIH policy. It will come
as no surprise to anyone after listening today that advocates for
public access advocated for no embargo period. We paid for this
stuff. We should get it on day one. Why wait 1 day?

Six months was a number that we advocated for, but over a 3-
year period, 12 months was the agreed upon number, the com-
promise position that everyone felt the policy could go forward on
and cause no harm in the publishing community.

Mr. WATT. Dr. Frank?
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Mr. FRANK. I was involved with those negotiations and, indeed,
as Ms. Joseph said, it was 6 months. We were able to convince Dr.
Zerhouni that 12 months was a much more reasonable compromise.
That is a subscription year.

But I think when we talked about, as Ms. Joseph said, talked
about making the American Society for Cell Biology, making its
content available after 2 months, if you look at a lot of the journals
that have been depositing into PubMed Central and are making
their content available for free, many of those are in areas which
I, as a scientist, call molecular, biological, genomic research.

If you look at the journals in which those articles are tradition-
ally published, there are two measures of scientific excellence that
are associated with them.

The first is called an impact factor. The impact factor talks about
the number of citations, which means how often is it used by other
scientists.

The other is really a measure of what I will call shelf life, the
half life, how long is the article in those journals generally cited by
colleagues in the field.

For the journals of the American Physiological Society, at least,
and for many other disciplines that are more traditionally oriented,
the half life extends out to 7 to 10 years, where the molecular and
biological half lives might be 1 or 2 years, maybe 3.

So having a rapid turnover in those fields is much more reason-
able than in an ecological study, which has long-lasting staying
power. And so I think that is one of the issues.

If T may comment, also, with permission, Mr. Watt, on Mr.
Oman’s suggestion. He had suggested that NIH create an internal
archive and then link out to the journals. Indeed, that is a proposal
we brought to Dr. Zerhouni a number of years ago.

And indeed, commercial and not-for-profit publishers met with
Dr. Zerhouni and his staff and suggested a creation of an internal
archive. After all, one of the institutes, the National Library of
Medicine, preserves the——

Mr. WATT. Why would you go to the journal as opposed to the
author?

Mr. FRANK. Say again.

Mr. WATT. Why would you go to the journal as opposed to the
author?

Mr. FRANK. Well, right now, the journals control 100 percent of
the content within the covers of the journal. Right now

Mr. WATT. You still didn’t answer my question. Why would you
go to the journal as opposed to the author? The author owns it. The
copyright belongs to the author.

Mr. FRANK. The author usually transfers copyright to the pub-
lisher so that the article is published.

Mr. WATT. How does that differentiate you from Dr. Zerhouni?

Mr. FRANK. Only in the sense that the content that goes into
NIH is a mandated content deposit and we can’t do anything about
it if it impacts our subscription base.

Mr. WATT. You pay the author for transferring that right?

Mr. FRANK. No. In biomedical research, you do not pay the au-
thor for their publication.
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Dr. ZERHOUNI. We do pay for the author to the publisher for sup-
porting the publication costs.

N Mr. WaTT. I thank the gentlemen. I think I have got a flavor
ere.

Thank you so much.

Mr. BERMAN. That is sort of it is your choice, but if you want it
published, you transfer ownership.

Mr. WATT. Is that different from if you want the Federal Govern-
ment’s money, you transfer authority?

Mr. BERMAN. That is a good question. Apparently, not that dif-
ferent.

Ms. Lofgren?

Ms. LOFGREN. Thank you, Mr. Chairman.

Mr. Watt has actually ended with the question I was going to
?tzllrt with. I think this is a very helpful hearing and it is very use-
ul.

But it seems to me, as Dr. Zerhouni has pointed out, that what
the NIH is doing doesn’t have any conflict with copyright law. I
mean, parties can contract around copyright law and do frequently,
and that is what the NIH is doing and, in fact, that is what the
publishers are doing.

And one of the things that I am interested in is the people who
really have not been discussed here today are the actual scientists
and the authors, who are the originators of this content, but who
don’t get any rights because they are basically required to give up
their rights in order to have this published, and I think that is very
problematic, honestly.

One way around that actually is what has happened here and I
really think, Dr. Zerhouni, your PowerPoint was really terrific to
show how the technology and the growth of technology has allowed
for interconnectivity and for connections to be made in a way that
never could be made in the past.

So I really think this isn’t, as I have listened to the testimony,
about copyright right at all, it is about science policy. And I think
one of the things that I would like at least to be connected with
is as you move forward, I understand you are talking a look at fur-
ther issues, even though this is not about a copyright issue, it at
least butts up against it.

And I think the IP Subcommittee would like to be kept posted
on it. I mean, the Congress has—I am actually on leave from the
Science Committee, but I think, in addition to the Science Com-
mittee, we would like to know what is going on and I think that
would help us be up to date as this proceeds and it would help us
all be on the same page as we move forward.

Since I don’t get to see you very often, because I am on leave
from the Science Committee, may I ask a non-germane question,
which is in your PowerPoint, you talk about the six new genes dis-
covered related to autism, which is enormously important to the
Nation.

Do you have any concept of how fast progress is going to be made
in the autism area and its genetic base as a product of the way you
are now developing the publication of the information?

Dr. ZERHOUNI. I think we need, on all fronts, a research plan for
autism. It is not only just one source.
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Ms. LOFGREN. Right.

Dr. ZERHOUNI. But this is the first time that we have absolute
evidence that there are six genes, many of which have to do with
neural development, which are involved and this comes from stud-
ies at the international level with scientists overseas, scientists
here.

I believe personally that the number one step right now is to es-
tablish a comprehensive plan for autism research that goes from
environmental issues to developmental issues to other issues of def-
inition of what autism really is.

We are making progress, not fast enough to my taste, but I think
this discovery and the many others we have made over the past 2
years are truly revolutionary.

Ms. LOFGREN. Now, let me ask whoever knows the answer to this
question. NIH is making the grants conditioned on sharing this in-
formation for the advance of science.

Do private sector funders do the same thing?

Dr. ZERHOUNI. That is right. The Howard Hughes Medical Insti-
tution, as the rule, provides for 6 months. The Wellcome Trust, as
a rule, provides also for 6 months.

Other national institutions, the U.K. Research Council, the Euro-
pean Research Council, the Canadian Research Council, the Aus-
tralian Research Council, have put out rules that require a 6-
month delay.

We, again, mindful of the practice here and realizing that many
publishers already do free display at 12 months, and so we decided
that if they do it and it doesn’t damage their economic model or
peer review, 12 months should be a good compromise.

So it is definitely practiced in the private sector, as well in the
government sector, internationally.

Ms. LOFGREN. Ms. Joseph?

Ms. JOSEPH. I would just like to add something to that. The Au-
tism Speaks Foundation, which provides a lot of funding for autism
research, actually approached SPARC for assistance in creating
their own public access policy, modeled on the NIH policy.

So, yes, this is definitely catching fire in the private sector.

You also asked the question what do the scientists think. We
were able to provide a third letter from 33 Nobel laureate sci-
entists. This is the third time they have written to Congress on the
NIH policy and the importance of the NIH policy.

It should be available to you in the hearing packet.

The Nobel prize-winning scientists feel that this is a crucial step
forward in science policy and in enabling us to really leverage our
collective investment.

Ms. LOFGREN. I don’t think I have that letter. I wonder if maybe
you could provide us a copy.

Ms. JOseEPH. I would like to provide it for the record.

Ms. LOFGREN. I would be interested in reading it.

My time has expired, Mr. Chairman. Thank you.

Mr. BERMAN. Mr. Goodlatte, the gentleman from Virginia, is rec-
ognized.

Mr. GOODLATTE. Thank you, Mr. Chairman. I appreciate your
holding this hearing. I do have a few questions.
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Dr. Zerhouni, couldn’t the NIH have avoided any controversy
about taking away the value added by the publishers by simply re-
quiring the manuscripts to be submitted to the NIH at the time
they are submitted to the publishers initially?

While the articles would not have the benefit of peer review at
the time they are submitted to NIH, couldn’t NIH have later de-
noted that in its database in which the articles were subsequently
accepted for publication?

And do you believe that the public would then have access to the
scientific information produced as a result of NIH funding, while
copyrightable value added by the publishers would still be pro-
tected?

Dr. ZERHOUNI. Well, again, I think that we do not want pub-
lishers not do peer review. We actually support the role of pub-
lishers. We want them to succeed in that role.

For us to take non-peer reviewed articles would be against every
cautious, prudent management of science. You cannot take some-
one’s word for it. You have to have independent peer review.

We do this for grants internal to NIH. We encourage our grant-
ees to serve on peer review panels or editors or our own. We fund
them to be able to sustain the cost of publication.

It would be very unwise to distribute to a government agency
non-peer reviewed material.

More importantly, what is key here is to enable us to inter-
connect the ultimate product, which is this publication, peer re-
viewed by peers, to the whole family of databases that make the
whole much greater than the sum of the parts.

That is what the essence of this policy is all about, trying to be
more than accommodating to not damage peer review or the eco-
nomic model.

But the issue here is control. You have heard it. It is who con-
trols the property. Is the government at all—does the government
have any right whatsoever to have a condition of grant award,
which is voluntary? And I am told that this is not voluntary be-
cause you are giving so much money, the scientist has no choice.

So it is like saying the more the government gives, the less the
government has a right to exploit this for the benefit of its mission.
It is like saying, “Well, the more we give to private companies”—
with due respect to my colleague, the private sector doesn’t always
get it right.

The Library of Congress, the Library of Medicine existed with
public funds because the private sector did not get that done. And
last week, we saw how the private sector had to have government
intervention with Fannie Mae and Freddie Mac.

So I think the key issue here is is there a fundamental right that
for value provided, that we need to get value back for the benefit
of what we are being paid for, and that is advance science and
health.

Mr. GOODLATTE. Let me ask, Mr. Oman, what is the exact copy-
right that the NIH is allegedly taking from the publishers by its
policy?

Isn’t it really just an expectation of copyrights and any rights
that accrue to the publisher from an article that exists at the time



93

an article is submitted for publication or subject to any previous
liens on the work?

In other words, by the time the publisher is deciding whether to
accept the researcher’s manuscript, isn’t it the case that any rights
the publisher would have in the manuscript from that point for-
ward would be subject to the private contract the original author
made with the government to give up certain rights in exchange for
government funding?

Mr. OMAN. In a technical reading of the copyright law, that
would be true, Mr. Goodlatte.

I would like to comment on two things. Number one, why the
public wouldn’t benefit from the immediate publication of the un-
reviewed paper by the author. I think that would be a very positive
step in terms of alerting the research community that these
thoughts are abroad and that they should be aware of them as
quickly as possible.

Sometimes the peer review process takes 3, 4, 5 months and, if
we can credit the comments we have heard today, that is some-
times a very crucial period.

Actually, in the academic community, there is a suggestion that
there be post-publication peer review as a way of moving forward.
So it can’t be that off the wall to suggest, as you have suggested,
that perhaps the NIH wants to upload the raw data, the raw mate-
rials onto their Web site and then let the peer review process run
its course and have the publishers enter the picture and do the
evaluations that are so important to the ultimate quality of the
journal article.

Mr. GOODLATTE. Dr. Frank, would you like to comment on that?

Mr. FrRANK. I personally think it would be disastrous if the non-
peer reviewed articles were posted.

Indeed, Dr. Zerhouni’s predecessor, Harold Varmus, when he
first launched the idea of what has now become PubMed Central,
it was called eBioMed and there was another component called
eBioMed Lite, which was going to be the non-peer reviewed arti-
cles, mirroring what they do in the physics community.

Most of us, at a meeting where he discussed this, stood up ex-
tremely concerned about having a non-peer reviewed article sitting
out there with an NIH imprimatur, which basically says this is
okay, because indeed, anywhere from 50 to 90 percent of all articles
that journals receive are rejected.

So you would have to use—well, I won’t use the word, but you
would have a lot of inappropriate stuff out there.

Mr. GOODLATTE. There would be a lot of public discussion about
controversial

Mr. FrRaNK. Well, even more controversial discussions about
science than we currently have, right?

Mr. GOODLATTE. Right.

Dr. ZERHOUNI. With potential impact on people’s lives.

Mr. FRANK. And the most dangerous part is the impact of people
using non-peer reviewed stuff that could actually hurt them, and
that would be very dangerous.

Mr. GOODLATTE. Thank you.

Thank you, Mr. Chairman.

Mr. BERMAN. Myself, a very short second round.
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I guess just with Mr. Goodlatte, Heather Joseph, wearing only
the hat of mother and not the other hats, which presumably gave
her a level of sophistication, looking at an un-peer reviewed article
and either taking solace in an un-peer reviewed manuscript and ei-
ther taking comfort or direction from that might be going down a
ic{rail that would leave her even more distressed and upset, I don’t

now.

I see what you are saying. I am still somewhat torn on the issue
that is before us.

Dr. Zerhouni, I get a little nervous when you go from taxpayer-
funded health and biomedical research to notions of taking advan-
tages of technology. I mean, the N in NIH is not Napster.

And maybe two questions, one for you and one for Dr. Frank and
Mr. Oman.

To you, I don’t—get a little more explicit with me on your—you
showed some very interesting slides at the beginning. You made an
obviously good and compelling argument about when you just get
all the information dumps in little segments, without connectivity,
the ability to advance and take advantage of what has been discov-
ered is slowed tremendously and against public interest.

But I didn’t quite understand what your policy has to do with the
connectivity side of it, and maybe that is the limitations of my own
imagination.

Spoon feed me here.

Dr. ZERHOUNI. Okay. So as you know, traditionally, the public—
the private sector generates information, publishes it, whether it be
federally-funded or not.

The archiving, the keeping over time, the curation and making
that available to a larger community has always been funded by
the public sector through libraries.

Now, libraries today, because of the new technologies and the
fact that we are not dealing with paper, but electronic information,
have developed very powerful tools.

So the role of the NIH is to connect this database, which is going
to be done through a single standard, where we can really look at
the content of the article and then, as I showed you on the slide,
connect it through all of the other information.

Mr. BERMAN. But Google can do that.

Dr. ZERHOUNI. No, Google does not do that. Google refers back
to us, as I showed you on the slide. No outside entity does that——

Mr. BERMAN. When you are publishing that peer reviewed schol-
arly publication 1 year or, in many cases, less than 1 year after the
date of publication, what are you doing to connect that article to
every other article?

Dr. ZERHOUNI. I would like to brief you on the technology that
we have developed, and Dr. Lipman is here, who is a member of
the National Academy of Sciences, because of the work he had done
in understanding that all of the information connectivity really in-
creases the amount of information that you expect from any one
paper.

Just reading the paper is not enough. You need to have a concept
and if that concept connects, it is really the next step, way beyond
the technologies of today, where, if you did a Google search, you
would have in mind the ideas within the paper and say, “I want
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to know everything there is to know about every aspect of that
paper.”

If T don’t have the publication to start with, my search cannot
go anywhere.

Mr. BERMAN. But practically—just pushing here to try and—ex-
plain to me, in real terms, all right, these journals are very expen-
sive, but there is value, obviously, to these journals. That is the
way this peer review process has been created.

So you are getting experts analyzing research by other experts
and commenting and letting know whether this is worthy of draw-
ing conclusions about validity from.

It is expensive, but libraries subscribe, university communities
subscribe and all this. Meanwhile, Time Magazine has a me